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Title  3 —  Memorandum  of  October  3i,  2008 

The  President  Assignment  of  Functions  Under  Section  1265  of  the  National 

Defense  Authorization  Act  for  Fiscal  Year  2008  (Public  Law 
110-181) 


Memorandum  for  the  Secretary  of  State 

By  virtue  of  the  authority  vested  in  me  as  President  by  the  Constitution 
and  the  laws  of  the  United  States,  including  section  301  of  title  3,  United 
States  Code,  I  hereby  assign  to  you  the  reporting  function  conferred  upon 
the  President  by  section  1265  of  the  National  Defense  Authorization  Act 
for  Fiscal  Year  2008  (Public  Law  110-181). 

You  are  authorized  and  directed  to  publish  this  memorandum  in  the  Federal 
Register . 


THE  WHITE  HOUSE, 
Washington,  October  31,  2008. 


[FR  Doc.  E8-27501 
Filed  11-17-08;  8:45  am] 
Billing  code  4710-10-P 
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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  HOMELAND 
SECURITY 

6  CFR  Part  5 

[Docket  No.  DHS-2008-0183] 

Privacy  Act  of  1974:  Implementation  of 
Exemptions;  Customs  and  Border 
Protection  Advanced  Passenger 
Information  System 

agency:  Privacy  Office,  DHS. 

ACTION:  Final  rule. 

SUMMARY:  The  Department  of  Homeland 
Security  is  issuing  a  final  rule  to  amend 
its  regulations  to  exempt  portions  of  the 
system  of  records  entitled  the  Advanced 
Passenger  Information  System  from 
certain  provisions  of  the  Privacy  Act. 
Specifically,  the  Department  proposes  to 
exempt  portions  of  the  Advanced 
Passenger  Information  System  from  one 
or  more  provisions  of  the  Privacy  Act 
because  of  criminal,  civil,  and 
administrative  enforcement 
requirements. 

OATES:  Effective  Date:  This  final  rule  is 
effective  November  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Hugo  Teufel  III,  Chief  Privacy  Officer, 
Privacy  Office,  Department  of  Homeland 
Security,  Washington,  DC  20528; 
telephone  703-235-0780;  facsimile: 
866-466-5370. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Department  of  Homeland 
Security  (DHS),  elsewhere  in  this 
edition  of  the  Federal  Register, 
published  a  Privacy  Act  system  of 
records  notice  describing  records  in  the 
Advance  Passenger  Information  System 
(APIS).  APIS  performs  screening  of  both* 
inbound  and  outbound  passengers  and 
crew  and,  in  the  commercial  air 
environment,  crew  members  overflying 
the  United  States.  As  part  of  this 
screening  function  and  to  facilitate 


DHS’s  border  enforcement  mission, 

APIS  data  is  compared  with  information 
in  other  CBP  law  enforcement  systems, 
as  well  as  with  information  from  the 
TSDB,  information  on  individuals  with 
outstanding  wants  or  warrants,  and 
information  from  other  government 
agencies  regarding  high  risk  parties  and 
queries  based  on  law  enforcement  data, 
intelligence,  and  past  case  experience  to 
assess  persons  seeking  to  cross  (or  in  the 
case  of  crew,  overfly)  the  U.S.  border 
using  a  means  of  transport  covered  by 
GBP’s  APIS  regulations. 

APIS  contains  records  pertaining  to 
various  categories  of  individuals, 
including:  Passengers  and  crew  who 
arrive,  transit  through  or  depart  the 
United  States  by  air  or  sea  (and  includes 
the  U.S.  domestic  portions  of 
international  travel  for  passengers  and 
crew  flying  into  or  out  of  the  United 
States)  and  crew  members  on  aircraft 
that  overfly  the  United  States. 

No  exemption  shall  be  asserted  with 
respect  to  information  maintained  in  the 
system  that  is  collected  from  a  person 
and  submitted  by  that  person’s  air  or 
vessel  carrier,  if  that  person,  or  his  or 
her  agent,  seeks  access  or  amendment  of 
such  information. 

This  system,  however,  may  contain 
records  or  information  recompiled  from 
or  created  from  information  contained 
in  other  systems  of  records,  which  are 
exempt  ft'om  certain  provisions  of  the 
Privacy  Act.  This  system  may  also 
contain  accountings  of  disclosures  made 
with  respect  to  information  maintained 
in  the  system.  For  these  records  or 
information  only,  in  accordance  with  5 
U.S.C.  552a(j)(2),  and  (k)(2),  DHS  will 
also  claim  the  original  exemptions  for 
these  records  or  information  from 
subsections  (c)(3)  and  (4);  (d)(1),  (2),  (3), 
and  (4):  (e)(1),  (2),  (3),  (4)(G)  throhgh  (I), 
(5),  and  (8);  (f),  and  (g)  of  the  Privacy 
Act  of  1974,  as  amended,  as  necessary 
and  appropriate  to  protect  such 
information.  Moreover,  DHS  will  add 
these  exemptions  to  Appendix  C  to  6 
CFR  Part  5,  DHS  Systems  of  Records 
Exempt  from  the  Privacy  Act.  Such 
exempt  records  or  information  may  be 
law  enforcement  or  national  security 
investigation  records,  law  enforcement 
activity  and  encounter  records,  or 
terrorist  screening  records. 

DHS  needs  these  exemptions  in  order 
to  protect  information  relating  to  law 
enforcement  investigations  from 
disclosure  to  subjects  of  investigations 


and  others  who  could  interfere  with 
investigatory  and  law  enforcement 
activities.  Specifically,  the  exemptions 
are  required  to:  Preclude  subjects  of 
investigations  from  frustrating  the 
investigative  process;  avoid  disclosure 
of  investigative  techniques;  protect  the 
identities  and  physical  safety  of 
confidential  informants  and  of  law 
enforcement  personnel;  ensure  DHS’s 
and  other  federal  agencies’  ability  to 
obtain  information  from  third  parties 
and  other  sources:  protect  the  privacy  of 
third  parties;  and  safeguard  sensitive 
information.  The  exemptions  proposed 
here  are  standard  law  enforcement 
exemptions  exercised  by  a  large  number 
of  federal  law  enforcement  agencies. 

Nonetheless,  DHS  will  examine  each 
request  on  a  case-by-case  basis,  and, 
after  conferring  with  the  appropriate 
component  or  agency,  may  waive 
applicable  exemptions  in  appropriate 
circumstances  and  where  it  would  not 
appear  to  interfere  with  or  adversely 
affect  the  law  enforcement  purposes  of 
the  systems  from  which  the  information 
is  recompiled  or  in  which  it  is 
contained. 

Again,  DHS  will  not  assert  any 
exemption  with  respect  to  information 
maintained  in  the  system  that  is 
collected  from  a  person  and  submitted 
by  that  person’s  air  or  vessel  carrier,  if 
that  person,  or  his  or  her  agent,  seeks 
access  or  amendment  of  such 
information. 

Public  Comments 

We  received  two  comments;  neither 
was  specific  to  the  Notice  of  Proposed 
Rule  Making  Privacy  Act  Exemptions. 

Regulatory  Requirements 

A.  Regulatory  Impact  Analyses 

Changes  to  Federal  regulations  must 
undergo  several  analyses.  In  conducting 
these  analyses,  DHS  has  determined: 

1.  Executive  Order  12866  Assessment 

This  rule  is  not  a  significant 
regulatory  action  under  Executive  Order 
12866,  “Regulatory  Planning  and 
Review’’  (as  amended).  Accordingly, 
this  rule  has  not  been  reviewed  by  the 
Office  of  Management  and  Budget 
(OMB).  Nevertheless,  DHS  has  reviewed 
this  rulemaking,  and  concluded  that 
there  will  not  be  any  significant 
economic  impact. 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68293 


to  an  individual  if  DHS  or  another  agency 
receives  or  collects  information  about  that 
individual  during  an  investigation  or  from  a 
third  party.  Should  the  subsection  be  so 
interpreted,  exemption  from  this  provision  is 
necessary  to  avoid  impeding 
counterterrorism,  law  enforcement,  or 
intelligence  efforts  by  putting  the  subject  of 
an  investigation,  study,  or  analysis  on  notice 
of  that  fact,  thereby  permitting  the  subject  to 
engage  in  conduct  intended  to  frustrate  or 
impede  that  activity. 

(g)  From  subsections  (e)(4)(G),  (H)  and  (I) 
(Agency  Requirements)  because  portions  of 
this  system  are  exempt  from  the  access  and 
amendment  provisions  of  subsection  (d). 

(h)  From  subsection  (e)(5)  (Collection  of 
Information)  because  many  of  the  records  in 
this  system  coming  from  other  system  of 
records  are  derived  from  other  domestic  and 
foreign  agency  record  systems  and  therefore 
it  is  not  possible  for  DHS  to  vouch  for  their 
compliance  with  this  provision;  how'ever,  the 
DHS  has  implemented  internal  quality 
assurance  procedures  to  ensure  that  data 
used  in  the  redress  process  is  as  thorough, 
accurate,  and  current  as  possible.  In  addition, 
in  the  collection  of  information  for  law 
enforcement,  counterterrorism,  and 
intelligence  purposes,  it  is  impossible  to 
determine  in  advance  what  information  is 
accurate,  relevant,  timely,  and  complete. 

With  the  passage  of  time,  seemingly 
irrelevant  or  untimely  information  may 
acquire  new  significance  as  further 
investigationi  brings  new  details  to  light.  The 
restrictions  imposed  by  (e)(5)  would  limit  the 
ability  of  those  agencies’  trained  investigators 
and  intelligence  analysts  to  exercise  their 
judgment  in  conducting  investigations  and 
impede  the  development  of  intelligence 
necessary  for  effective  law  enforcement  and 
counterterrorism  efforts.  The  DHS  has, 
however,  implemented  internal  quality 
assurance  procedures  to  ensure  that  the  data 
used  in  the  redress  process  is  as  thorough, 
accurate,  and  current  as  possible. 

(i)  From  subsection  (e)(8)  (Notice  on 
Individuals)  because  to  require  individual 
notice  of  disclosure  o^  information  due  to 
compulsory  legal  process  would  pose  an 
impossible  administrative  burden  on  DHS 
and  other  agencies  and  could  alert  the 
subjects  of  counterterrorism,  law 
enforcement,  or  intelligence  investigations  to 
the  fact  of  those  investigations  when  not 
previously  known. 

(j)  From  subsection  (f)  (Agency  Rules) 
because  portions  of  this  system  are  exempt 
from  the  access  and  amendment  provisions 
of  subsection  (d). 

(k)  From  subsection  (g)  (Civil  Remedies)  to 
the  extent  that  the  system  is  exempt  from 
other  specific  subsections  of  the  Privacy  Act. 

Dated:  November  10,  2008. 

Hugo  Teufel  III, 

Chief  Privacy  Officer,  Department  of 
Homeland  Security. 

[FR  Doc.  E8-27206  Filed  11-17-08;  8:45  am] 


DEPARTMENT  OF  AGRICULTURE 
Rural  Utilities  Service 

7CFR  Part  1776 

RIN  0572-AC12 

Amending  the  Household  Water  Well 
System  Grant  Program  Regulations 

agency:  Rural  Utilities  Service,  USDA. 
ACTION:  Direct  final  rule. 

SUMMARY:  The  Rural  Utilities  Service 
(RUS),  an  agency  delivering  the  United 
States  Department  of  Agriculture’s 
(USDA)  Rural  Development  Utilities 
Programs,  hereinafter  referred  to  as 
Rural  Development  or  the  Agency,  is 
amending  its  regulations  to  administer 
the  Household  Water  Well  System  Grant 
Program.  This  action  implements 
provisions  of  the  2008  Farm  Bill  for 
limits  on  loans  that  nonprofit 
organizations  may  make  to  homeowners 
for  private  well  systems.  The  2008  Farm 
Bill  raises  the  loan  limit  to  $11,000  from 
$8,000.  The  intended  effect  is  to  make 
part  1776  current  with  statutory 
authority.  The  Agency  will  also  amend 
the  regulation  to  enable  existing  grant 
recipients  to  amend  their  grant 
agreements  for  the  new  $11,000  loan 
limit.  No  adverse  comments  are 
expected. 

DATES:  This  rule  will  become  effective 
January  2,  2009  unless  the  Agency 
receives  written  adverse  comments  or  a 
written  notice  of  intent  to  subhnit 
adverse  comments  on  or  before 
December  18,  2008.  If  we  receive 
adverse  comments  or  notices,  the 
Agency  will  publish  a  timely  document 
in  the  Federal  Register  withdrawing  the 
rule.  Comments  received  will  be 
considered  under  the  proposed  rule 
published  in  this  edition  of  the  Federal 
Register  in  the  proposed  rule  section.  A 
second  public  comment  period  will  not 
be  held.  Written  comments  must  be 
received  by  the  Agency  or  carry  a 
postmark  or  equivalent  no  later  than 
December  18,  2008. 

ADDRESSES:  Submit  adverse  comments 
or  notice  of  intent  to  submit  adverse 
comments  by  any  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  Go  to 
http://\v\\iv.reguIations.gov.  In  the 
“Search  Documents’’  box,  enter  RUS- 
08-WATER-03,  check  the  box  under  the 
Search  box  labeled  “Select  to  find 
documents  accepting  comments  or 
submis.sions,’’  and  click  on  the  GO» 
key.  To  submit  a  comment,  choose 
“Send  a  comment  or  submission,” 
under  the  Docket  Title.  In  order  to 
submit  your  comment,  the  information 


requested  on  the  “Public  Comment  and 
Submission  Form,”  must  be  completed. 
(If  you  click  on  the  hyperlink  of  the 
docket  when  the  search  returns  it,  you 
will  see  the  docket  details.  Click  on  the 
yellow  balloon  to  receive  the  “Public 
Comment  and  Submission  Form.”) 
Information  on  using  Regulations.gov, 
including  instructions  for  accessing 
documents,  submitting  comments,  and 
viewing  the  docket  after  the  close  of  the 
comment  period,  is  available  through 
the  site’s  “How  to  Use  this  Site”  link. 

•  Postal  Mail /Commercial  Delivery: 
Please  send  your  comment  addressed  to 
Michele  Brooks,  Director,  Program 
Development  and  Regulatory  Analysis, 
USDA  Rural  Development,  STOP  1522, 
Room  5159,  1400  Independence 
Avenue,  SW.,  Washington,  DC  20250- 
1522.  Please  state  that  your  comment 
refers  to  Docket  No.  RUS  08-WATER- 
03. 

Other  Information:  Additional 
information  about  Rural  Development 
and  its  programs  is  available  at  http:// 
ix'ww.rurdev. usda.gov/index.html. 

FOR  FURTHER  INFORMATION  CONTACT: 
Cheryl  Francis,  Loan  Specialist,  Water 
and  Environmental  Programs,  USDA 
Rural  Development,  1400  Independence 
Avenue,  STOP  1570,  Room  2229  South 
Building,  Washington,  DC  20250-1570. 
Telephone:  (202)  720-9589;  Fax:  (202) 
690—0649;  e-mail: 
cheryl.francis@wdc.  usda.gov. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  12866 

This  rule  has  been  determined  to  be 
not  significant  for  purposes  of  Executive 
Order  12866  and,  therefore  has  not  been 
reviewed  by  the  Office  of  Management 
and  Budget  (OMB). 

Executive  Order  12372 

The  program  is  not  subject  to  the 
provisions  of  Executive  Order  12372, 
“Intergovernmental  Consultation,”  as 
implemented  under  USDA’s  regulations 
at  7  CFR  part  3015. 

Executive  Order  12988 

This  rule  has  been  reviewed  under 
Executive  Order  12988,  Civil  Justice 
Reform.  The  Agency  has  determined 
that  this  rule  meets  the  applicable 
standards  provided  in  section  3  of  the 
Executive  Order.  In  addition,  all  state 
and  local  laws  and  regulations  that  are 
in  conflict  with  this  rule  will  be 
preempted;  no  retroactive  effect  will  be 
given  to  the  rule;  and  in  accordance 
with  section  212(e)  of  the  Department  of 
Agriculture  Reorganization  Act  of  1994, 
(7  U.S.C.  6912(e)l,  administrative  appeal 
procedures,  if  any,  must  be  exhausted 
before  litigation  against  the  Department 
or  its  agencies  may  be  initiated. 
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Executive  Order  13132,  Federalism 

This  rule  will  not  have  any 
substantial  direct  effect  on  states,  on  the 
relationship  between  the  national 
government  and  the  states,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore, 
consultation  with  states  is  not  required. 

Regulatory  Flexibility  Act  Certification 

The  Agency  certifies  that  this  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities,  as  defined  in  the  Regulatory 
Flexibility  Act,  5  U.S.C.  605(b); 
therefore,  no  further  analysis  is 
required.  The  amendments  reflect  only 
statutory  changes  that  Congress  has 
mandated  and  over  which  the  Agency 
has  no  discretion.  They  also  involve 
minimal  procedural  matters  on  other 
agreements  already  negotiated. 

Information  Collection  and 
Recordkeeping  Requirements 

This  rule  contains  no  new  reporting 
or  recordkeeping  burdens  under  Office 
of  Management  and  Budget  (OMB) 
control  number  0572-0139  that  would 
require  approval  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 

Chapter  35). 

National  Environmental  Policy  Act 
Certification 

This  final  rule  has  been  examined 
under  Agency  environmental 
regulations  at  7  CFR  part  1794.  The 
Administrator  has  determined  that  this 
rule  is  not  a  major  Federal  action 
significantly  affecting  the  environment. 
Therefore,  in  accordance  with  the 
National  Environmental  Policy  Act  of 
1969  (42  U.S.C.  4321  et  seq.],  an 
Environmental  Impact  Statement  or 
Assessment  is  not  required. 

Catalog  of  Federal  Domestic  Assistance 

The  Catalog  of  Federal  Domestic 
Assistance  (CFDA)  number  assigned  to 
the  water  and  waste  loan  and  grant 
program  is  10.862,  Water  and  Waste 
Disposal  Systems  for  Rural 
Communities.  The  Catalog  is  available 
on  the  Internet  and  the  General  Services 
Administration’s  (GSA)  free  CFDA  Web 
site  at  http ://w'ww.cfda. gov.  The  CFDA 
Web  site  also  contains  a  PDF  file  veYsion 
of  the  Catalog  that,  when  printed,  has 
the  same  layout  as  the  printed 
document  that  the  Government  Printing 
Office  (GPO)  provides.  GPO  prints  and 
sells  the  CFDA  to  interested  buyers.  For 
information  about  purchasing  the 
Catalog  of  Federal  Domestic  Assistance 
ft'om  GPO,  call  the  Superintendent  of 
Documents  at  202-512-1800  or  toll  free 
at  866-512-1800,  or  access  GPO’s  on¬ 


line  bookstore  at  http:// 
bookstore.gpo.gov. 

Unfunded  Mandates 

This  rule  contains  no  Federal 
mandates  (under  the  regulatory 
provisions  of  Title  II  of  the  Unfunded 
Mandates  Reform  Act  of  1995)  for  State, 
local,  and  tribal  governments  or  the 
private  sector.  Thus,  this  rule  is  not 
subject  to  the  requirements  of  sections 
202  and  205  of  the  Unfunded  Mandates 
Reform  Act  of  1995. 

E-Government  Act  Compliance 

The  Agency  is  committed  to 
complying  with  the  E-Government  Act, 
to  promote  the  use  of  the  Internet  and 
other  information  technologies  to 
provide  increased  opportunities  for 
citizen  access  to  Government 
information  and  services,  and  for  other 
purposes. 

Background 

The  Household  Water  Well  System 
(HWWS)  Grant  Program  is  authorized  by 
Section  306E  of  the  Consolidated  Farm 
and  Rural  Development  Act  (CONACT) 
(7  U.S.C.  1926e),  as  amended.  The 
program  provides  grants  to  qualified 
private  non-profit  organizations  which 
help  homeowners  finance  the  cost  of 
private  wells.  As  the  grant  recipient,  a 
non-profit  organization  establishes  a 
revolving  loan  fund  lending  program  to 
provide  water  well  loans  up  to  $8,000 
to  individuals  who  own  or  will  own 
private  wells  in  rural  areas.  The 
individual  loan  recipients  may  use  the 
funds  to  construct,  refurbish,  and 
service  their  household  well  systems  for 
an  existing  home. 

The  Food,  Conservation  and  Energy 
Act  of  2008,  Public  Law  110-246  (Farm 
Bill)  amends  Section  306E  of  the 
CONACT  (7  U.S.C.  1926e)  to  raise  the 
limit  for  loans  made  to  individual 
homeowners  to  $11,000.  The  loan  limit 
increase  will  allow  homeowners  to 
obtain  financial  assistance  for  well 
repairs  and  improvements  in  areas 
where  the  construction  costs  for  wells 
routinely  exceed  $8,000. 

Regulation  7  CFR  1776  is  used  to 
administer  grants  made  to  private  non¬ 
profit  organizations  under  the  HWWS 
program.  There  will  be  two  amendments 
to  the  regulation.  Section  1776.10  will 
be  amended  to  insert  language 
providing  for  an  amendment  to  a  grant 
agreement.  This  amendment  will 
provide  for  a  process  to  allow  current 
grant  recipients  to  increase  their  loan 
limit  to  $11,000.  Also,  Section  1776.15, 
section  (a)(3)  will  be  amended  to  replace 
$8,000  with  $11,000,  the  maximum 
amount  grantees  may  make  to 
homeowners. 


The  Section  1776.10  amendment  will 
provide  a  process  for  the  Agency  to 
approve  an  increase  in  the  loan  limit  for 
existing  grant  agreements.  The  Section 
1776.15(a)(3)  amendment  to  the 
household  water  well  regulation  will 
bring  the  regulation  into  conformance 
with  the  Farm  Bill’s  provision.  The 
increase  in  the  loan  limit  will  allow  for 
the  grantees  to  meet  the  expected  costs 
in  providing  the  needed  homeowner 
well  system  improvements.  The 
proposed  amendments  will  have  no 
financial  impact  on  the  public  or  the 
Agency.  These  amendments  are  not 
published  for  proposed  rulemaking 
because  they  merely  reflect  changes  in 
statutory  authority  enacted  by  the  Farm 
Bill  of  2008  and  make  only  minor 
technical  corrections  to  the  regulations, 
which  do  not  involve  matters  of  agency 
discretion.  Notice  and  public  comment, 
therefore,  are  impractical,  unnecessary, 
and  contrary  to  the  public  interest. 

List  of  Subjects  in  7  CFR  Part  1776 

Agriculture,  Community 
development.  Community  facilities, 
Credit,  Grant  programs — housing  and 
community  development.  Nonprofit 
organizations.  Reporting  and 
recordkeeping  requirements.  Rural 
areas.  Waste  treatment  and  disposal. 
Water  pollution  control.  Water 
resources.  Water  supply.  Watersheds. 

■  For  reasons  set  forth  in  the  preamble, 
chapter  XVII  of  title  7  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  1776— HOUSEHOLD  WATER 
WELL  SYSTEM  GRANT  PROGRAM 

■  1.  The  authority  citation  for  part  1776 
continues  to  read  as  follows: 

Authority:  7  U.S.C.  1926e. 

Subpart  B — HWWS  Grants 

■  2.  Section  1776.10  is  revised  to  read 
as  follows: 

§  1 776.1 0  Grant  agreement. 

(a)  RUS  and  the  grantee  will  enter  into 
an  agreement  setting  forth  the  terms  and 
conditions  governing  a  particular 
HWWS  grant  award.  RUS  will  furnish 
the  form  of  grant  agreement.  No  funds 
awarded  under  this  part  shall  be 
disbursed  to  the  grant  recipient  before 
the  grant  agreement  is  binding  and  RUS 
has  received  a  fully  executed 
counterpart  of  the  grant  agreement. 

(b)  The  grantee  or  RUS  may  initiate  an 
amendment  or  modification  to  the  grant 
agreement  to  provide  for  a  loan  limit  up 
to  $11,000.  No  change  in  the  grant 
agreement  requested  by  the  grant 
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recipient  will  be  effective  unless 
approved  in  writing  by  RUS. 

Subpart  C— H\^WS  Loans 

■  3.  In  §  1776.15,  revise  paragraph  (aK3) 
to  read  as  follows: 

§1776.15  Terms  of  loans. 

(a)  *  *  * 

(3)  Shall  not  exceed  $11,000  for  each 
household  water  well  system. 

•k  if  ic  it  it 

Dated:  November  10,  2008. 

James  M.  Andrew, 

Administrator,  Rural  Utilities  Service. 

[FR  Doc.  E8-26769  Filed  11-17-08;  8:45  ami 
BILLING  CODE  3410-15-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

8  CFR  Part  231 

Bureau  of  Customs  and  Border 
Protection 

19  CFR  Part  122 

[CBP  Dec.  06^3;  Docket  No.  USCBP-2007- 
0064] 

RIN  1651-AA41 

Advance  Information  on  Private 
Aircraft  Arriving  and  Departing  the 
United  States 

AGENCY:  Customs  and  Border  Protection, 
DHS. 

ACTION:  Final  rule. 

SUMMARY:  This  rule  finalizes,  with 
modifications,  amendments  to  U.S. 
Customs  and  Border  Protection  (CBP) 
regulations  pertaining  to  private  aircraft 
arriving  and  departing  the  United 
States.  This  final  rule  requires  private 
aircraft  pilots  or  their  designees  arriving 
in  the  United  States  firom  a  foreign  port 
or  location  destined  for  a  U.S.  port  or 
location,  or  departing  the  United  States 
to  a  foreign  port  or  location,  to  transmit 
electronically  to  CBP  passenger  manifest 
information  for  each  individual 
traveling  onboard  the  aircraft.  This  final 
rule  requires  private  aircraft  pilots  or 
their  designees  to  provide  additional 
data  elements  when  submitting  a  notice 
of  arrival  and  requires  private  aircraft 
pilots  or  their  designees  to  submit  a 
notice  of  departure.  Private  aircraft 
pilots  (or  their  designees)  will  be 
required  to  submit  the  notice  of  arrival 
and  notice  of  departure  information  to 
CBP  through  an  approved  electronic 
data  interchange  system  in  the  same 
transmission  as  the  corresponding 
arrival  or  departure  passenger  manifest 


information.  Under  this  rule,  this  data 
must  be  received  by  CBP  no  later  than 
60  minutes  before  an  arriving  private 
aircraft  departs  from  a  foreign  location 
destined  for  the  United  States  and  no 
later  than  60  minutes  before  a  private 
aircraft  departs  a  U.S.  airport  or  location 
for  a  foreign  port  or  place. 

This  rule  also  expressly  acknowledges 
CBP’s  authority  to  restrict  aircraft  from 
landing  in  the  United  States  based  on 
security  and/or  risk  assessments,  or, 
based  on  such  assessments,  to 
specifically  designate  and  limit  the 
airports  where  aircraft  may  land  or 
depart. 

OATES:  This  final  rule  is  effective  on 
December  18,  2008.  Compliance  Date; 
Private  aircraft  pilots  (or  their 
designees)  must  comply  with  the 
requirements  of  this  final  rule  on  May 
18,  2009. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

Operational  aspects:  Eric  Rodriguez, 
Office  of  Field  Operations,  (281)  230- 
4642;  or  for  Legal  aspects:  Glen  Vereb, 
Office  of  International  Trade,  (202)  352- 
0030. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

A.  Background  and  Authorities 

B.  Current  Requirements  and 
Vulnerabilities  for  All  Aircraft 

1.  Advance  Notice  of  Arrival 

a.  Private  Aircraft  Arriving  in  the  United 
States 

h.  Private  Aircraft  Arriving  From  Areas 
South  of  the  United  States 
c.  Aircraft  Arriving  From  Cuba 

2.  Permission  To  Land  (Landing  Rights) 

3.  Vulnerabilities 

II.  Summary  of.Requirements  in  the  Proposed 

Rule 

A.  General  Requirements  for  Private 
Aircraft  Arriving  in  the  United  States 

1.  Notice  of  Arrival 

2.  CBP’s  Authority  To  Restrict  and/or  Deny 
Landing  Rights 
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A.  Executive  Order  12866  (Regulatory 
Planning  and  Review) 

B.  Regulatory  Flexibility  Act 

C.  Unfunded  Mandates  Reform  Act 

D.  Executive  Order  13132  (Federalism) 

E.  Executive  Order  12988  (Civil  Justice 
Reform) 

F.  National  Environmental  Policy  Act 

G.  Paperwork  Reduction  Act 

H.  Privacy  Statement 

VII.  Signing  Authority 

VIII.  Amendments  to  the  Regulations 


I.  Background 

A.  Background  and  Authorities 

A  private  aircraft,'  in  contrast  to  a 
commercial  aircraft, ^  is  generally  any 
aircraft  engaged  in  a  personal  or 
business  flight  to  or  from  the  United 
States  which  is  not  carrying  passengers 
arid/or  cargo  for  commercial  purposes. 
See  19  CFR  122.1(h).  Pursuant  to  19 
U.S.C.  1433,  1644  and  1644a,  the 
Secretary  of  Homeland  Security 
(Secretary)  has  broad  authority 
respecting  all  aircraft,  including  private 
aircraft,  arriving  in  and  departing  from 
the  United  States.  The  term  “genera) 
aviation”  is  commonly  used  in  regard  to 
private  aircraft.  Specifically,  19  U.S.C. 
1433(c)  provides  that  the  pilot  of  any 
aircraft  arriving  in  the  United  States  or 
the  U.S.  Virgin  Islands  from  any  foreign 
location  is  required  to  comply  with  such 
advance  notification,  arrival  reporting, 
and  landing  requirements  as  regulations 
may  require.  Under  this  authority,  CBP 
can  deny  aircraft  landing  rights  within 
the  United  States  based  on,  among  other 
considerations,  security  and/or  risk 
assessments.  Alternatively,  based  on 
such  assessments,  CBP  may  specifically 
designate  and  limit  the  airports  where 
aircraft  may  land.  In  addition,  under  19 
U.S.C.  1433(d),  an  aircraft  pilot  is 
required  to  present  or  transmit  to  CBP 
through  an  electronic  data  interchange 
system  such  information,  data, 
documents,  papers  or  manifests  as  the 
regulations  may  require.  Section  1433(e) 
provides,  among  other  things,  that 
aircraft  after  arriving  in  the  United 
States  or  U.S.  Virgin  Islands  may  depart 
from  the  airport  of  arrival,  but  only  in 
accordance  with  regulations  prescribed 
by  the  Secretary.  And,  under  19  U.S.C. 
1644  and  1644a,  the  Secretary  can 
designate  ports  of  entry  for  aircraft  and 
apply  vessel  entry  and  clearance  laws 
and  regulations  to  civil  aircraft. 

Further,  46  U.S.C.  60105  provides  that 
any  vessel  shall  obtain  clearance  from 
the  Secretary  pursuant  to  regulation,  in 
a  manner  prescribed  by  the  Secretary, 
before  departing  the  United  States  for  a 


*  19  CFR  122.1(h)  deRnes  a  “private  aircraft"  as 
any  aircraft  engaged  in  a  personal  or  business  flight 
to  or  ftnin  the  U.S.  which  is  not:  (1)  Carrying 
passengers  and/or  cargo  for  commercial  purposes; 
or  (2)  leaving  the  United  States  carrying  neither 
passengers  nor  cargo  in  order  to  lade  passengers 
and/or  CcUgo  in  a  foreign  area  for  commercial 
purposes;  or  (3)  returning  to  the  United  States 
carrying  neither  passengers  nor  cargo  in  ballast  after 
leaving  with  passengers  and/or  cargo  for 
commercial  purposes. 

*  19  CFR  122.1(d)  defines  “commercial  aircraft” 
as  any  aircraft  transporting  passengers  and/or  cargo 
for  some  payment  or  other  consideration,  including 
money  or  services  rendered.  If  either  the  arrival  or 
departure  leg  of  an  aircraft’s  journey  is  commercial, 
then  CBP  considers  both  legs  of  the  journey  to  be 
commercial. 
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foreign  port  or  place.  Because  19  U.S.C. 
1644  and  1644a  provide  for  the 
extension  of  the  vessel  entry  and 
clearance  laws  and  regulations  to  civil 
aircraft,  the  Secretary  is  authorized  to 
issue  regulations  for  civil  aircraft  that 
correspond  with  the  vessel  clearance 
requirements  under  46  U.S.C.  60105. 

The  previous  “exception”  from 
clearance  requirements  for  private 
aircraft  under  19  CFR  122.61  did  not 
reflect  a  lack  of  statutory  authority  to 
regulate  private  aircraft.  It  reflected 
instead  the  Secretary’s  (then  the 
Secretary  of  the  Treasury’s)  discretion 
not  to  impose  clearance  requirements  on 
that  segment  of  civil  aviation  pursuant 
to  the  implementing  regulations. 

B.  Current  Requirements  and 
Vulnerabilities  for  All  Aircraft 

1.  Advance  Notice  of  Arrival 

CBP  currently  requires  aircraft  pilots 
of  all  aircraft  entering  the  United  States 
from  a  foreign  area,  except  aircraft  of  a 
scheduled  airline  arriving  under  a 
regular  schedule,  to  give  advance  notice 
of  arrival.  See  19  CFR  122.31(a). 

Advance  notice  of  arrival  must  he 
furnished  by  the  pilot  of  the  aircraft  and 
is  generally  given  when  the  aircraft  is  in 
the  air.  As  described  below,  the 
regulations  set  forth  the  general  rule  for 
advance  notice  of  arrival  for  private 
aircraft  and  specific  requirements  for 
certain  aircraft  arriving  from  areas  south 
of  the  United  States,  including  aircraft 
from  Cuba. 

a.  Private  Aircraft  Arriving  in  the  United 
States 

Pursuant  to  19  CFR  122.22,  private 
aircraft,  except  those  arriving  from  areas 
south  of  the  United  States  (discussed 
below),  are  required  to  give  advance 
notice  of  arrival  as  set  forth  in  19  CFR 
122.31.  This  notice  must  be  provided  to 
the  port  director  at  the  place  of  first 
landing  by  radio,  telephone,  or  other 
method,  or  through  the  Federal  Aviation 
Administration  (FAA)’s  flight 
notification  procedure.  See  19  CFR 
122.31(c).  The  advance  notice  must 
include  information  about  the  number 
of  alien  passengers  and  number  of  U.S. 
citizen  passengers,  but  the  regulation 
does  not  require  any  identifying 
information  for  individual  passengers 
onboard  to  be  submitted. ^  Nor  does  the 
current  regulation  provide  a  specific 


^  19  CFR  122.31  provides  that  the  contents  of 
advance  notice  of  arrival  shall  include  the  following 
information:  (1)  Type  of  aircraft  and  registration 
number;  (2)  Name  of  aircraft  commander;  (3)  Place 
of  last  foreign  departure;  (4)  International  airport  of 
intended  landing  or  other  place  at  which  landing 
has  been  authorized  by  CBP;  (5)  Number  of  alien 
passengers;  (6)  Number  of  citizen  passengers;  and 
(7)  Estimated  time  of  arrival. 


timeframe  for  when  the  notice  of  arrival 
shall  be  given,  except  that  the  pilot  shall 
furnish  such  information  far  enough  in 
advance  to  allow  inspecting  officers  to 
reach  the  place  of  first  landing  of  the 
aircraft.  See  19  CFR  122.31(e). 

b.  Private  Aircraft  Arriving  From  Areas 
South  of  the  United  States 

Private  aircraft  entering  the 
continental  United  States  from  a  foreign 
area  in  the  Western  Hemisphere  south 
of  the  United  States  are  subject  to 
special  advance  notice  of  arrival  and 
landing  requirements.  See  19  CFR 
122.23-24.  These  aircraft  include  all 
private  aircraft  and  commercial 
unscheduled  aircraft  with  a  seating 
capacity  of  30  passengers  or  less,  or 
maximum  payload  capacity  of  7,500 
pounds  or  less.  Pursuant  to  19  CFR 
122.23(b),  such  aircraft  are  required  to 
give  advance  notice  of  arrival  to  CBP  at 
the  nearest  designated  airport  to  the 
border  or  coastline  crossing  point  listed 
in  19  CFR  122.24(b).  These  aircraft  must 
also  provide  advance  notice  of  arrival  at 
least  one  hour  before  crossing  the  U.S. 
coastline  or  border.  See  19  CFR 
122.23(b).  The  pilot  may  provide 
advance  notice  of  arrival  for  these 
aircraft  by  radio,  telephone,  or  other 
method,  or  through  the  FAA  flight 
notification  procedure.  The  advance 
notice  of  arrival  for  such  aircraft 
arriving  from  areas  south  of  the  United 
States  must  include  the  information 
listed  in  19  CFR  122.23(c).'*  Aircraft 
arriving  from  areas  south  of  the  United 
States  that  are  subject  to  the 
requirements  of  19  CFR  122.23  are 
required  to  land  at  designated  airports 
listed  in  19  CFR  122.24(b),  unless  DHS 
grants  an  exemption  from  the  special 
landing  requirement.^ 

c.  Aircraft  Arriving  From  Cuba 

The  current  regulations  require  all 
aircraft  entering  the  United  States  from 
Cuba,  except  for  public  aircraft,®  to  give 


♦Section  122.23(c)  provides  that  the  contents  of 
the  advance  notice  of  arrival  shall  include  the 
following:  (1)  Aircraft  registration  number;  (2) 
Name  of  aircraft  commander;  (3)  Number  of  U.S. 
citizen  passengers;  (4)  Number  of  alien  passengers; 
(5)  Place  of  last  departure;  (6)  Estimated  time  and 
location  of  crossing  U.S.  border/coastline;  (7) 
Estimated  time  of  arrival;  and  (8)  Name  of  intended 
U.S.  airport  of  first  landing,  as  listed  in  §  122.24, 
unless  an  exemption  has  been  granted  under 
§  122.25,  or  the  aircraft  has  not  landed  in  foreign 
territory  or  is  arriving  directly  from  Puerto  Rico,  or 
the  aircraft  was  inspected  by  CBP  officers  in  the 
U.S.  Virgin  islands. 

s  19  CFR  122.25  sets  forth  the  procedures 
concerning  exemption  from  special  landing 
requirements — known  as  an  overflight  privileges. 

®  19  CFR  122. l(i)  defines  “public  aircraft”  as  any 
aircraft  owned  by,  or  under  the  complete  control 
and  management  of  the  U.S.  government  or  any  of 
its  agencies,  or  any  aircraft  owned  by  or  under  the 
complete  control  and  management  of  any  foreign 


advance  notice  of  arrival  at  least  one 
hour  before  crossing  the  U.S.  border  or 
coastline.  See  19  CFR  122.152  and 
122.154.  This  notice  must  be  furnished 
either  directly  to  the  CBP  Officer  in 
charge  at  the  relevant  airport  listed  in  19 
CFR  122.154(b)(2)  or  through  the  FAA 
flight  notification  procedure.  The 
advance  notice  of  arrival  for  aircraft 
from  Cuba  must  include  the  information 
listed  in  19  CFR  122.154(c).7 

2.  Permission  To  Land  (Landing  Rights) 

The  current  regulations  require  the 
owner  or  operator  of  any  aircraft, 
including  a  private  aircraft,  arriving  at  a 
landing  rights  airport  or  user  fee  airport 
to  request  permission  to  land,  known  as 
landing  rights,  from  CBP.  See  19  CFR 
122.14(a)  and  122.15(a).  A  “landing 
rights  airport”  is  defined  as  any  airport, 
other  than  an  international  airport  or 
user  fee  airport,  at  which  flights  from  a 
foreign  area  are  given  permission  by 
CBP  to  land.  See  19  CFR  122.1(f).  A 
“user  fee  airport”  is  defined  as  an 
airport  so  designated  by  CBP  and  flights 
from  a  foreign  area  may  be  granted 
permission  to  land  at  a  user  fee  airport 
rather  than  at  an  international  airport  or 
a  landing  rights  airport.  See  19  CFR 
122. l(m).  An  informational  listing  of 
user  fee  airports  is  contained  in  section 
122.15.  Permission  to  land  must  be 
secured  from  the  director  of  the  port,  or 
his  representative,  at  the  port  nearest 
the  first  place  of  landing  for  both 
landing  rights  airports  and  user  fee 
airports.  However,  the  current 
regulations  do  not  set  forth  a  precise 
application  procedure  or  time  frame  for 
securing  permission  to  land. 

3.  Vulnerabilities 

DHS  is  working  to  strengthen  general 
aviation  security  to  further  minimize  the 
vulnerability  of  private  aircraft  flights 
being  used  to  deliver  illicit  materials, 
transport  dangerous  individuals  or 
employ  the  aircraft  as  a  weapon.  Today, 
compared  to  regularly  scheduled 
commercial  airline  operations,  little  or 
no  screening  or  vetting  of  the  crew, 
passengers  or  the  aircraft  itself  is 
required  of  private  aircraft  before 
entering  or  departing  the  United  States 


government  which  exempts  public  aircraft  of  the 
United  States  from  arrival,  entry  and  clearance 
requirements  similar  to  those  provided  in  subpart 
C  of  this  part,  but  not  including  any  government- 
owned  aircraft  engaged  in  carrying  persons  or 
property  for  commercial  purposes. 

’’  19  CFR  122.154(c)  provides  that  the  contents  of 
advance  notice  of  arrival  shall  state:  (1)  Type  of 
aircraft  and  registration  number;  (2)  Name  of 
aircraft  commander;  (3)  Number  of  U.S.  citizen 
passengers;  (4)  Number  of  alien  passengers;  (5) 
Place  of  last  foreign  departure;  (6)  Estimated  time 
and  location  of  crossing  the  U.S.  coast  or  border; 
and  (7)  Estimated  time  of  arrival. 
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at  air  ports  of  entry  (APOE).  Some  of 
these  APOEs  are  located  well  within 
U.S.  territory  and  near  highly  populated 
areas.  DHS  has  developed  this  final  rule 
to  address  these  vulnerabilities  and  to 
enhance  international  and  domestic 
general  aviation  security.  This  final  rule 
includes  the  identification  and  vetting 
of  passengers  and  crew  on  private 
aircraft  prior  to  entering  and  departing 
U.S.  airspace. 

II.  Summary  of  Requirements  in  the 
Proposed  Rule 

On  September  18,  2007,  CBP 
published  in  the  Federal  Register  a 
notice  of  proposed  rulemaking  (NPRM) 
entitled  “Advance  Information  on 
Private  Aircraft  Arriving  and  Departing 
the  United  States,”  proposing  new 
requirements  for  private  aircraft  arriving 
to  and  departing  from  the  United  States, 
as  described  below.  See  72  FR  53394. 

A.  General  Requirements  for  Private 
Aircraft  Arriving  in  the  United  States 

The  NPRM  proposed  to  require  the 
pilot  of  any  private  aircraft  arriving  in 
the  United  States  from  a  foreign  port  or 
location  or  departing  the  United  States 
for  a  foreign  port  or  location  to  transmit 
to  CBP  an  advance  electronic  manifest 
comprised  of  specific  information 
regarding  each  individual  traveling 
onboard  the  aircraft  pursuant  to  19 
U.S.C.  1433,  1644  and  1644a. 

1.  Notice  of  Arrival 

The  NPRM  proposed  adding  data 
elements  to  the  existing  notice  of  arrival 
requirements  and  proposed  a  new 
notice  of  departure  requirement.  In 
addition,  CBP  would  require  pilots  to 
provide  the  notice  of  arrival  and  notice 
of  departure  information  through  the 
electronic  Advance  Passenger 
Information  System  (eAPIS)  ®  Web 
portal  or  through  another  CBP-approved 
electronic  data  interchange  system  in 
the  same  transmission  as  the 
corresponding  arrival  or  departure 
manifest  information.  Under  the  NPRM, 
these  data  are  to  be  received  by  CBP  no 
later  than  60  minutes  before  an  arriving 
private  aircraft  departs  from  a  foreign 
location  to  a  U.S.  port  or  location,  and 
no  later  than  60  minutes  before  a  private 
aircraft  departs  a  United  States  airport 
or  location  for  a  foreign  port  or  place. 

The  NPRM  also  proposed  a  new 
timeframe  for  reporting  notice  of  arrival 
no  later  than  60  minutes  prior  to  the 
aircraft’s  departure  to  the  United  States 
from  a  foreign  port  or  location,  as 
opposed  to  60  minutes  before  crossing 

^  eAPIS  is  an  online  transmission  system  that 
meets  all  current  APIS  data  element  requirements 
for  all  mandated  APIS  transmission  types. 


the  U.S  border,  as  is  the  current 
requirement.  Under  the  proposed  rule, 
notice  of  arrival  and  manifest  data 
would  be  required  to  be  furnished  as  set 
forth  in  19  CFR  122.22  for  private 
aircraft,  which  requires  submission  of 
such  information  to  CBP  via  an 
electronic  data  interchange  system 
approved  by  CBP.  All  other  aircraft 
subject  to  19  CFR  122.23  would  be 
required  to  report  notice  of  arrival  as 
required  under  that  provision. 

2.  CBP’s  Authority  To  Restrict  or  Deny 
Aircraft  Landing  Rights 

The  NPRM  proposed  to  clarify 
landing  rights  procedures  and  departure 
clearance  procedures,  and  acknowledge 
CBP’s  authority  to  restrict  aircraft  from 
landing  in  the  United  States  based  on 
'security  and/or  risk  assessments,  or  to 
specifically  designate  and  limit  the 
United  States  airports  where  aircraft 
may  land  or  depart. 

B.  Certain  Aircraft  Arriving  From  Areas 
South  of  the  United  States 

The  NPRM  proposed  to  correct  a 
discrepancy  between  the  definition  of 
“private  aircraft”  in  19  CFR  122.23, 
which  encompasses  both  private  aircraft 
and,  in  some  instances,  small, 
unscheduled  commercial  aircraft  and 
the  general  definition  provided  for 
“private  aircraft”  in  19  CFR  122.1(h). 
This  correction  will  properly  indicate 
that  section  122.23  encompasses  small, 
commercial  aircraft  that  seat  less  than 
30  passengers,  or  have  a  maximum 
payload  capacity  of  less  than  7,500 
pounds,  carrying  people  or  cargo  for 
hire,  which  are  not  currently  covered  by 
section  122.23(a){l)(iii),  but  which, 
under  section  122.1(d),  are  considered 
commercial  aircraft. 

C.  Notice  of  Arrival  for  Private  Aircraft 
Arriving  From  Cuba 

The  NPRM  proposed  that  private 
aircraft  arriving  from  Cuba,  as  provided 
for  in  19  CFR  122.154,  be  required  to 
provide  notice  of  arrival  and  manifest 
data  in  the  same  manner  as  private 
aircraft  that  are  subject  to  proposed  19 
CFR  122.22.  Private  aircraft  arriving 
from  Cuba  would  continue  to  be 
required  to  provide  notice  of  arrival 
information  to  the  specifically 
designated  airports  where  the  aircraft 
will  land:  Miami  International  Airport, 
Miami,  Florida;  John  F.  Kennedy 
International  Airport,  Jamaica,  New 
York:  or  Los  Angeles  International 
Airport,  Los  Angeles,  California. 

III.  Discussion  of  Comments 

The  NPRM  requested  comments  to  be 
submitted  on  or  before  November  18, 
2007,  regarding  the  proposed 


amendments.  CBP  extended  the 
comment  period  to  December  4,  2007, 
by  notice  published  in  the  Federal 
Register  on  November  14,  2007.  See  72 
FR  64012.  A  total  of  2,907  comments 
were  received  from  the  general  public, 
including  individual  pilots  and 
members  of  various  pilot  associations. 
CBP’s  responses  to  the  comments  are 
provided  below. 

General  Comments 

Comment:  Several  commenters 
requested  that  the  comment  period  for 
the  NPRM  be  extended  an  additional  60 
days  to  January  18,  2008. 

Response:  Although  CBP  did  not 
extend  the  comment  period  for  an 
additional  60  days,  CBP  did  extend  the 
comment. period  by  an  additional  15 
days,  until  December  4,  2007.  See  72  FR 
64012.  CBP  believed  that  the  original 
60-day  comment  period  in  addition  to 
the  15-day  extension  provided  the 
public  with  an  adequate  amount  of  time 
to  submit  comments.  Moreover,  based 
on  the  ample  number  of  comments 
received  by  the  end  of  the  original 
comment  period,  CBP  believed  that 
public  sentiment  was  accurately 
captured.  Further  extension  of  the 
comment  period  would  delay 
implementing  the  final  rule,  which 
would  allow  the  continued  existence  of 
vulnerabilities  that  threaten  the  security 
of  the  United  States. 

Comment:  Several  hundred 
commenters  objected  to  what  was 
described  as  proposed  user  fees  and 
contact  fees,  but  did  not  specify  the 
nature  or  source  of  such  fees. 

Response:  This  final  rule  does  not 
change  existing  user  fees  or  create  new 
user  fees.  User  fees  are  not  part  of  this 
rulemaking. 

Comment:  Several  commenters  asked 
how  DHS  was  going  to  control  the  flow 
of  traffic  at  airports  upon 
implementation  of  the  rule. 

Response:  This  rule  requires  pilots  to 
provide  advance  information  on  aircraft 
and  individuals  onboard  that  aircraft, 
prior  to  departure  to  or  from  the  United 
States.  CBP  believes  the  collection  and 
submission  of  this  information  will  have 
a  limited  impact  on  the  flow  of  traffic 
at  airports.  However,  responsibility  over 
the  flow  of  air  traffic  at  airports  falls 
within  the  purview  of  the  FAA. 

Comment:  Commenters  expressed 
concerns  as  to  whether  they  would  be 
required  to  electronically  transmit 
manifest  and  notice  of  arrival 
information  when  a  flight  begins  and 
ends  in  the  same  country  but  the  aircraft 
utilized  international  airspace  for 
routing  purposes. 

Response:  This  rule  does  not  regulate 
domestic  flights  as  in  the  case  of  an 
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aircraft  that  takes  off  and  lands  within 
the  United  States,  but  utilizes  foreign 
airspace.  In  addition,  this  rule  does  not 
regulate  foreign  flights  in  which  a  flight 
originates  and  terminates  in  that  foreign 
country,  but  utilizes  U.S.  airspace. 
Therefore,  those  types  of  flights  are 
unaffected  by  this  rule. 

Comment:  One  commenter 
recommended  that  GBP  use  FAA  future 
surveillance  and  make  changes 
involving  FAA  and  Automated  Flight 
Service  Stations  (AFSS).  In  their 
comment.  Aircraft  Owners  and  Pilots 
Association  (AOPA)  recommended  an 
evaluation  of  how  the  FAA’s  (Flight 
Service  Stations)  FSS  system  could  be 
incorporated  in  the  arrival  notification 
procedures.  The  commenter  asserted 
that  FSS  is  similar  with  interfacing 
between  FAA  air  traffic  control  facilities 
and  GBP.  AOPA  also  asserted  in  its 
comment  that  in  September  2007,  the 
FAA  issued  a  proposed  rule  that  would 
require  all  aircraft  to  be  equipped  with 
Automatic  Dependent  Surveillance — 
Broadcast  (ADS-B)  by  2020  in  order  to 
fly  within  Glass  B  and  G  airspace  and 
above  10,000  feet.  ADS-B  is  a  datalink 
technology  that  uses  satellite-based 
navigation  equipment  located  on  board 
aircraft  and  positioning  information 
from  Global  Positioning  System  (GPS) 
satellites  to  automatically  transmit 
aircraft  location  and  altitude  to  air 
traffic  controllers  and  other  nearby 
aircraft. 

Response:  The  technology  referenced 
by  the  commenters  is  helpful  to  the 
FAA  in  monitoring  airborne  aircraft. 
However,  the  goal  of  this  final  rule  is  to 
obtain  information  on  passengers  and 
aircraft  prior  to  take-off,  not  after  an 
aircraft  is  airborne.  GBP  deems  it  more 
effective  to  identify  potential  risks  to 
aviation  and  border  security  before  an 
aircraft  gains  access  to  United  States 
airspace. 

Comment:  Several  commenters 
expressed  concern  about  names  that  are 
very  common  and  continuously 
appearing  on  the  “Watch  List”  which 
would  either  restrict  or  delay  their 
arrival  or  departure. 

Response:  GBP  appreciates  the 
concerns  that  members  of  the  public 
have  expressed  regarding  shared  and/or 
similar  names  to  those  that  appear  on 
the  consolidated  U.S.  government 
watchlist  and  the  potential  for 
misidentification.  Maintenance  of  the 
watchlist  is  beyond  the  scope  of  this 
rule.  For  more  information  on  the 
watchlist  and  how  to  seek  redress, 
please  refer  to  the  U.S.  Department  of 
Homeland  Security’s  Travel  Redress 
Inquiry  Program  (DHSTRIP)  by  going  to 
the  Department  of  Homeland  Security 
Web  site,  http:/ dhs.gov  or  by 


cutting  and  pasting  the  following  web 
address  into  a  web  browser  for 
information  on  how  to  address  such 
issues:  http://v\'Vi'w.dhs.gov/xtrvIsec/ 
programs/gc_l  1 69676919316. shtm. 

Comment:  Several  hundred 
commenters  requested  that  GBP  meet 
with  their  association  to  discuss  the 
proposed  rule. 

Response:  GBP  did  not  hold  public 
meetings  on  this  proposed  rule  and  did 
not  meet  with  any  individuals  or 
associations  to  discuss  the  proposed 
rule.  The  75-day  comment  period  and 
the  large  number  of  comments  received 
during  the  NPRM’s  comment  period 
were  sufficient  for  GBP  to  accurately 
determine  public  sentiment. 

Comment:  One  commenter  alleged 
that  the  public  had  been 
disenfranchised  of  their  right  to 
comment  on  this  NPRM  because  no 
comments  were  posted  on  22  separate 
days  during  the  comment  period. 

Response:  GBP  works  diligently  to 
keep  the  public  apprised  of  its  current 
public  policies,  and  takes  steps  in  the 
form  of  published  notices,  notices  of 
proposed  rulemakings,  final  rules  and 
other  actions  allowing  for  public 
comment.  The  commenter  is  correct  that 
no  comments  were  posted  on  http:// 
www.regulations.gov  on  the  days 
referenced  during  the  comment  period. 
However,  there  is  a  difference  between 
comments  being  posted  and  comments 
being  submitted  and  received. 

Depending  on  the  method  of  submission 
(e.g.,  U.S.  mail  or  online),  the  process  of 
posting  comments  varies  slightly,  but  it 
is  never  immediate.  On  the  days 
referenced  by  the  commenter,  comments 
actually  were  submitted  (and  received) 
for  each  day.  However,  comments  are 
not  posted  immediately  when  submitted 
because  prior  to  being  posted,  all 
comments  must  be  initially  reviewed  for 
various  reasons,  such  as  verifying  the 
comments  received  in  the  mail  are  not 
duplicated  in  the  electronic  docket,  use 
of  inappropriate  language  or  locating 
missing  attachments.  After  this  initial 
review,  comments  are  then  posted.  All 
of  the  days  referenced  by  the  commenter 
were  weekend  days  or  holidays,  with 
one  exception  (the  Friday  following 
Thanksgiving).  Gomments  were  not 
posted  on  those  days  because  personnel 
were  not  available  to  perform  the  tasks 
referenced  above. 

Comment:  Some  commenters 
expressed  concern  regarding  how  they 
could  expect  the  transition  from  current 
methods  of  operation  for  international 
arrivals  and  departures  by  private 
aircraft  at  the  various  ports  around  the 
country  to  the  newly  required  use  of 
eAPIS  to  occur. 


Response:  When  these  regulations 
become  effective,  there  will  be  a 
transitional  period  during  which  the 
current  manual  process  of  requesting 
landing  rights  will  gradually  be  replaced 
by  this  automated  procedure  (i.e., 
eAPIS).  During  this  transitional  period, 
pilots  flying  into  locations  that  currently 
require  advance  arrangements  with  the 
GBP  port  to  ensure  the  availability  of 
GBP  officers  to  process  the  aircraft 
should  continue  to  follow  those  local 
procedures  for  requesting  landing  rights 
until  instructed  otherwise. 

Implementation — Privacy  Issues 

Comment:  Several  hundred 
commenters  expressed  concern  that,  as 
U.S.  citizens,  they  should  not  be 
required  to  “request  permission”  to 
enter  or  leave  their  own  country.  Two  " 
commenters  noted  the  proposed  rule  is 
an  effort  to  increase  surveillance  and 
information  gathering  on  U.S.  citizens 
under  the  guise  of  security. 

Response:  DHS  is  working  to 
strengthen  aviation  security  to  further 
minimize  the  vulnerability  of  private 
aircraft  flights  being  used  to  deliver 
illicit  materials,  transport  dangerous 
individuals  or  employ  the  aircraft  as  a 
weapon.  Today,  compared  to  regularly 
scheduled  commercial  airline 
operations,  little  or  no  screening  or 
vetting  of  the  crew,  passengers  or  the 
aircraft  itself  is  required  of  private 
aircraft  before  entering  or  departing  the 
United  States  at  air  ports  of  entry 
(APOE).  Some  of  these  APOEs  are 
located  well  within  U.S.  territory  and 
near  highly  populated  areas.  To  address 
this  vulnerability  and  further  strengthen 
U.S.  borders,  DHS  has  developed  this 
rule. 

The  requirements  under  the  final  rule 
include  the  identification  and  vetting  of 
individuals  on  private  aircraft,  prior  to 
entering  and  departing  U.S.  airspace. 
Submission  of  information  for  all 
travelers,  including  U.S.  citizens,  on 
board  a  private  aircraft  arriving  in  the 
United  States,  is  already  authorized 
under  19  U.S.G.  1433(d),  as 
implemented  in  19  GFR  122.31  and  19 
GFR  122.23.  This  final  rule  changes  the 
timing  of  the  arrival  submission  (60 
minutes  prior  to  departure)  and  the 
method  of  submission  (through  eAPIS 
or  another  GBP-approved  data 
transmission  method).  It  also  requires 
transmission  of  departure  manifest 
information  for  private  aircraft — 
something  GBP  does  not  collect 
currently.  GBP  expects  that  early  receipt 
of  departure  manifest  data  for  private 
aircraft  exiting  the  United  States  will 
allow  GBP  to  assess  the  threat  presented 
by  the  aircraft  and  persons  onboard 
prior  to  takeoff,  and  thus  aid  GBP  in 
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preventing  terrorists  or  terrorist 
weapons  from  gaining  access  to  an 
airborne  aircraft. 

Furthermore,  pursuant  to  19  U.S.C. 
1433(d)  and  (e),  1644  and  1644a,  the 
Secretary  has  the  authority  to  regulate 
the  departure  of  aircraft,  both 
commercial  and  private,  including  • 
requiring  passenger  manifest 
information.  Further  authority  may  be 
found  in  46  U.S.C.  60105,  providing  that 
any  vessel  shall  obtain  clearance  from 
the  Secretary,  in  a  manner  prescribed  by 
the  Secretary,  before  departing  the 
United  States  for  a  foreign  port  or  place; 
this  authority  is  extended  to  the 
departure  of  aircraft  pursuant  to  the 
provisions  of  19  U.S.C.  1644  and  i644a. 

Comment:  Several  commenters  stated 
that  the  information  required  for  the 
arrival  and  departure  manifests  goes 
beyond  what  is  required  for 
international  commercial  air  passengers. 

Response:  Under  the  current  Advance 
Passenger  Information  System  (APIS) 
requirements  for  commercial  aviation, 
information  is  collected  regarding 
passengers,  crew  and  non-crew.  See  19 
CFR  4.64,  122.49a,  122.49b,  122.49c, 
122.75a  and  122.75b.  CBP  is  working  to 
process  arriving  passengers  on  private 
aircraft  in  a  similar  manner.  For  private 
aircraft,  CBP  has  determined  that 
information  regarding  all  individuals 
onboard  the  aircraft,  as  well  as  the 
aircraft,  is  relevant  for  purposes  of  law 
enforcement  and  threat  assessment. 
Much  of  the  information  that  CBP  has 
determined  necessary  for  collection 
regarding  the  individuals  onboard 
departing  and  arriving  private  aircraft  is 
comparable  to  the  information  that 
commercial  air  carriers  are  currently 
required  to  submit  in  electronic  arrival 
and  departure  manifests  for  passengers 
and  crew-members.  Collecting  this 
information  prior  to  a  private  aircraft’s 
arrival  or  departure  will  allow  CBP  to 
perform  advance  screening  to  identify 
any  individuals  who  may  pose  a  risk  to 
aviation  security  prior  to  take  off  and 
access  to  U.S.  airspace. 

With  this  final  rule,  electronic 
manifest  information  will  be  required 
for  all  aircraft,  except  public  aircraft  as 
defined  in  part  122,  arriving  in  or 
departing  from  the  United  States. 

Private  aircraft  will  be  covered  by  the 
provisions  outlined  in  this  rule  and 
commercial  aircraft  will  be  covered  by 
the  provisions  outlined  in  the  other 
APIS  regulations.  See  19  CFR  122.49a, 
122.49b,  122.49c,  122.75a,  and  122.75b. 

Comment:  Several  commenters 
expressed  concern  that  submitting  data 
through  the  eAPIS  system  will  lead  to 
increased  identity  theft.  One  commenter 
stated  that  hackers  could  steal  a  pilot’s 
clearance. 


Response:  CBP  has  a  multi-layer 
approach  to  security  of  its  databases, 
including  software  firewalls  to  prevent 
hackers  from  compromising  its  database 
and  a  secured  log-in  when  one  signs 
into  eAPIS.  CBP  is  very  sensitive  to  the 
privacy  issues  associated  with  the  use  of 
eAPIS.  For  further  information,  CBP  has 
published  a  Privacy  Impact  Statement 
(PIA)  that  outlines  in  detail  what 
records  are  kept,  how  they  are  kept,  and 
for  how  long  they  are  kept.  See  http:// 
dhs.gov/xinfoshare/pubIications/ 
editorialjOSl  1  .shtm. 

Implementation — Modes  of 
Transportation 

Comment:  A  few  commenters  wanted 
to  know  if  hot  air  balloons  constituted 
aircraft  subject  to  the  proposed 
rulemaking. 

Response:  Pursuant  to  19  CFR 
122.1(a),  “aircraft”  is  defined  as  “any 
device  now  known,  or  hereafter 
invented,  used  or  designed  for 
navigation  or  flight  in  the  air.  It  does  not 
include  “hovercraft,”  which  is  a  vehicle 
that  hydroplanes  on  a  thin  layer  of  air 
just  above  the  surface  of  water  or  land. 
Because  hot  air  balloons  are  designed 
and  used  for  flight  in  the  air,  they  meet 
the  definition  of  an  “aircraft”  set  forth 
in  19  CFR  122.1(a).  Thus,  hot  air 
balloons  are  considered  aircraft  under 
CBP  regulations  and  are  subject  to  this 
final  rule. 

Comment:  Many  comments  stated  that 
if  other  modes  of  transportation,  such  as 
passenger  vehicles,  buses,  trucks,  and 
boats  are  not  subject  to  the  presentation 
requirement  for  arrival  and  departure 
manifests,  private  aircraft  should  not  be 
either. 

Response:  CBP  disagrees.  Submission 
of  notice  of  arrival  information 
indicating  the  number  of  citizen 
passengers  and  alien  passengers  arriving 
by  air  in  the  United  States  is  already 
required  under  19  CFR  122.31  and  19 
CFR  122.23.  Additionally,  pursuant  to 
19  U.S.C.  1433(d),  (e),  1644  and  1644a, 
the  Secretary  has  the  authority  to 
prescribe  regulations  regarding  the 
departure  of  aircraft,  both  commercial 
and  private.  Further  authority  exists  in 
46  U.S.C.  60105,  which  provides  that 
any  vessel  shall  obtain  clearance  from 
the  Secretary,  in  a  manner  prescribed  by 
the  Secretary,  before  departing  the 
United  States  for  a  foreign  port  or  place. 
This  authority  is  extended  to  aircraft 
pursuant  to  the  provisions  of  19  U.S.C. 
1644  and  1644a. 

Although  the  timing  of  the 
submission,  the  method  of  submission, 
and  the  data  elements  required  are  being 
modified,  CBP  does  not  anticipate  this 
final  rule  to  negatively  affect  private 
aircraft  outside  the  United  States 


because  notice  of  arrival  requirements 
are  already  in  place  and  do  not  cause 
severe  economic  hardship. 

Additionally,  other  modes  of 
transportation  besides  aircraft  and 
vessels,  specifically  trucks  and  trains, 
are  subject  to  manifest  requirements. 

The  statutory  basis  for  requiring  a 
manifest  from  a  “vehicle”  (which 
includes  trucks  and  trains)  is  found  in 
19  U.S.C.  1431(b).  The  regulatory 
provisions  implementing  this  statute  are 
spread  throughout  19  CFR  Part  123  (see, 
e.g.,  sections  123.3,  123.4, 123.5, 123.91, 
123.92,  etc.).  Vehicles  required  to 
submit  a  manifest  would  do  so  through 
presentation  of  CBP  Form  7533  Inward 
Cargo  Manifest  for  Vessel  Under  Five 
Tons,  Ferry,  Train,  Car,  Vehicle,  etc., 
which  requires  the  following 
information  be  submitted:  name  or 
number  and  description  of  importing 
conveyance,  name  of  master  or  person 
in  charge,  name  and  address  of  owner, 
foreign  port  of  lading,  U.S.  port  of 
destination,  port  of  arrival,  date  of 
arrival,  bill  of  lading  or  marks  & 
numbers  of  consignee  on  package,  car 
number  and  initials,  number  and  gross 
weight  (in  kilos  or  pounds)  of  packages 
and  description  of  goods,  and  name  of 
consignee.  As  indicated  by  the 
aforementioned  data  elements  for 
vehicles,  many  elements  are  similar  to 
those  that  will  be  required  for  private 
aircraft  under  this  final  rule. 

CBP  does  not  require  manifests  from 
passenger  vehicles  unless  they  are 
carrying  commercial  goods.  Non¬ 
commercial  pleasure  boats  are  exempt 
from  the  entry/manifest  requirements 
under  19  CFR  4.94.  Private  aircraft, 
unlike  other  modes  of  transportation, 
present  a  unique  threat  because  they  are 
not  inspected  at  the  physical  border  and 
will  travel  over  U.S.  territory  before  CBP 
has  the  opportunity  to  inspect  them. 

Implementation — General 

Comment:  One  commenter  expressed 
concern  that  a  terrorist  could  use  the 
eAPIS  system  to  verify  whether  certain 
names  are  on  the  “No-Fly”  list. 

Response:  CBP  has  taken  into 
consideration  potential  threats  and 
intentional  misuse  of  the  eAPIS  system 
in  the  development  of  system  access 
and  security.  If  an  individual  on  the 
“No-Fly”  list  is  identified  on  the 
manifest,  DHS  will  conduct  a  risk-based 
analysis  to  determine  whether  to  grant, 
restrict  or  deny  landing  rights.  If  landing 
rights  are  restricted  or  denied,  the  pilot 
will  be  provided  with  appropriate 
instructions  and  contact  information. 

Comment:  Several  hundred 
commenters  stated  that  the  requirement 
for  clearance  to  leave  the  United  States 
should  be  deleted  because  the  U.S. 
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government  should  not  care  if 
“terrorists”  are  leaving  the  country. 
Three  commenters  questioned  how  CBP 
would  be  able  to  apprehend  terrorist 
suspects  if  we  did  not  allow’  them  to 
enter  the  United  States. 

Response:  CBP  disagrees.  CBP 
believes  that  the  outbound  passenger 
manifest  information  allows  CBP  and 
other  law  enforcement  officials  to  better 
identify  individuals  who  may  be  on  the 
“No-Fly”  watch  list  when  either 
arriving  in  or  leaving  from  the  United 
States.  Additionally,  outbound 
information  is  necessary  because  any 
airborne  aircraft  can  be  used  to  transport 
a  dangerous  device  and  gain  access  to 
U.S.  airspace.  CBP’s  main  concern  is  to 
keep  individuals  who  are  on  the  “No- 
Fly”  list  from  traveling  by  air,  whether 
outgoing  or  incoming  to  prevent  threats 
to  our  homeland  security.  As  a  result, 
CBP  is  able  to  conduct  better  risk 
assessments  which  can  lead  to  higher 
rates  of  detection  of  individuals  who  are 
on  the  “No-Fly”  list.  In  addition,  CBP 
has  authority  under  8  U.S.C.  1185  to 
regulate  the  entry  and  exit  of 
individuals  from  the  United  States. 

Comment:  Several  hundred 
commenters  stated  that  the  rule  does 
nothing  to  increase  security  for  private 
aircraft  operators  because  passengers 
aboard  private  aircraft  generally  have  an 
established  relationship  with  the  pilot. 

Response:  CBP  disagrees.  The  purpose 
of  this  rule  is  to  increase  U.S.  national 
security  as  well  as  that  of  private  aircraft 
operators.  As  such,  it  is  entirely  possible 
that  the  family  members,  friends, 
acquaintances  and  employers  who  may 
travel  as  passengers  on  private  aircraft 
are  in  fact  on  the  “No-Fly”  list 
unbeknownst  to  the  pilot,  which  will 
affect  whether  CBP  grants,  denies,  or 
restricts  landing  rights  to  the  aircraft. 
Because  the  advance  screening  will 
allow  for  the  identification  of 
individuals  on  the  “No-Fly”  list  and  as 
such  will  prevent  these  individuals 
from  gaining  access  to  U.S.  airspace,  the 
rule  will  in  fact  increase  security  for 
private  aircraft  operators.  As  previously 
stated,  CBP  believes  that  the  passenger 
manifest  information  allows  CBP  and 
other  law  enforcement  officials  to  better 
identify  the  travel  plans  of  individuals 
on  the  “No-Fly”  list.  The  final  rule 
addresses  the  threat  to  national  security 
presented  by  private  aircraft  or  any  of  its 
occupants,  whether  or  not  the  operator 
of  the  aircraft  has  a  personal 
relationship  with  any  or  all  passengers. 

Comment:  Several  commenters 
suggested  that  DHS  should  allow  private 
aircraft  pilots  to  submit  passenger 
manifest  data  for  both  departure  from 
the  United  States  and  return  to  the 
United  States  prior  to  leaving  the  United 


States  to  accommodate  situations  where 
communications  equipment  may  not  be 
available  or  reliable  outside  the  United 
States. 

Response:  CBP  agrees.  Under  the  final 
rule,  as  well  as  proposed  in  the  NPRM, 
pilots  may  submit  passenger  manifest 
data  via  the  eAPIS  portal  for  both 
departure  and  arrival  manifests  (that  is, 
the  outbound  and  the  return  flight 
inbound  manifests)  prior  to  departure 
from  the  United  States.  As  proposed  in 
the  NPRM,  such  advance  submission  of 
arrival  and  departure  manifests  is 
permitted  under  this  final  rule, 
inasmuch  as  only  a  minimum  time 
frame  for  submission  of  the  arrival  and/ 
or  departure  manifest  was  indicated. 
This  final  rule  in  no  way  restricts  pilots 
from  submitting  manifests  in  advance  of 
their  departure  from  the  United  States  to 
a  foreign  port  or  location.  In  fact,  such 
early  submissions  are  encouraged  and, 
in  cases  where  pre-clearance  services 
are  made  available  abroad,  the  early 
submission  (from  the  United  States  or 
the  originating  foreign  country)  could 
help  expedite  the  processing  of  the 
flight  at  the  pre-clearance  site. 

Comment:  Several  hundred 
commenters  stated  that  this  rule  will 
negatively  affect  humanitarian  and 
tourist  visits  from  U.S.  citizens  to  other 
countries.  One  commenter  stated  that 
this  rule  would  adversely  affect 
business  travel. 

Response:  CBP  disagrees.  Submission 
of  notice  of  arrival  information  for  U.S. 
citizens  entering  the  United  States  is 
already  required  for  commercial  flights 
in  19  CFR  122.31  and  19  CFR  122.23. 
Although  the  timing  of  the  submission, 
the  method  of  submission,  and  the  data 
elements  required  are  being  modified, 
this  final  rule  is  not  anticipated  to 
negatively  affect  trips  outside  the 
United  States  because  notice  of  arrival 
requirements  are  already  in  place  and 
do  not  cause  severe  economic  hardship. 

Comment:  Several  hundred 
commenters  stated  that  current  systems 
and  procedures  are  adequate  and  new 
requirements  are  not  necessary. 

Response:  CBP  disagrees.  The  purpose 
of  this  rule  is  to  provide  CBP  and  other 
law  enforcement  officials  with  advance 
electronic  information  regarding  pilots 
and  passengers  traveling  via  private 
aircraft  to  allow  DHS  to  conduct  timely 
risk  and  threat  assessments.  The  pre¬ 
screening  of  passenger  names  against 
the  “No-Fly”  list  prior  to  departure  from 
or  to  the  United  States  will  allow  DHS 
to  conduct  threat  assessments  allowing 
the  advance  identification  of 
individuals  on  the  “No-F’ly”  list  prior  to 
take  off  and  access  to  U.S.  airspace. 

Comment:  Several  commenters  stated 
that  approval  should  be  given  annually 


and  not  on  a  per-flight  basis.  Two 
commenters  recommended  approval 
every  five  years.  One  commenter 
recommended  a  NEXUS  type  program 
for  private  aircraft. 

Response:  CBP  disagrees.  Every  flight 
that  takes  off  for  departure  and/or 
arrival  in  the  United  States  poseS  a 
possible  threat  by  allowing  access  to 
United  States  airspace  by  every 
individual  onboard  the  aircraft.  For  risk 
asses.sment  purposes,  this  arrival  and 
departure  manifest  information  is 
necessary  for  each  flight  arriving  in  and 
departing  from  the  United  States.  This 
is  so  because  it  will  allow  CBP  to  use 
the  most  up-to-date  intelligence  to 
properly  react  to  any  persons  or  aircraft 
that  pose  a  threat  to  aviation  and 
national  security.  CBP  notes,  however, 
that  arrival  and  departure  manifest 
information  for  a  particular  flight  may 
be  submitted  even  months  in  advance  of 
arrival  or  departure,  but  no  later  than  60 
minutes  prior  to  departure  of  the  private 
aircraft  to  or  from  the  United  States. 

Comment:  Several  hundred 
commenters  indicated  that  the  rule  is 
unnecessary  because  small  private 
aircraft  cannot  cause  significant  damage 
or  threat. 

Response:  CBP  disagrees.  Any  size 
aircraft  (large  or  small)  may  meet  the 
definition  of  a  private  aircraft  under 
CBP  regulations.  Furthermore,  even 
though  large  aircraft  may  inflict  more 
damage  if  flown  into  infrastructure,  both 
large  and  small  aircraft  present  a  threat 
because  they  may  be  used  to  transport 
terrorists  or  terrorist  weapons.  Creating 
an  exemption  for  private  aircraft  would 
provide  a  loophole  that  could 
compromise  our  national  security. 
Furthermore,  the  purpose  of  the  rule  is 
not  only  to  provide  CBP  with  advance 
aircraft  information,  but  to  also  provide 
CBP  with  advance  information 
regarding  pilots  and  passengers 
traveling  via  private  aircraft.  This  will 
allow  DHS  to  conduct  threat 
assessments  and  reduce  the  probability 
of  a  terrorist  attack  by  allowing  for  the 
adv'ance  identification  of  individuals  on 
the  “No-Fly”  list  prior  to  their  gaining 
access  to  U.S.  airspace  via  an  airborne 
aircraft,  and  granting,  denying  or 
restricting  landing  rights  accordingly.  ' 
This  information  is  needed  for  each 
flight  by  private  aircraft  arriving  in  and 
departing  from  the  United  States, 
regardless  of  the  size  or  weight. 

Comment:  Thirteen  comme'nters 
suggested  that  if  one  of  the  passengers 
is  not  approved  to  come  into  the  United 
States,  the  flight  may  be  unexpectedly 
grounded  abroad  for  an  extended  period 
of  time  until  the  issue  is  resolved.  One 
commenter  stated  that  pilots  should  not 
be  responsible  for  law  enforcement 
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duties.  Another  commenter  wanted  to ' 
know  his  liability  if  one  of  his 
passengers  shows  up  on  the  “No-Fly” 
list. 

Response:  DHS  will  resolve  any 
delays  as  quickly  as  possible  and 
estimates  that  the  frequency  of  such  , 
occurrences  should  be  very  low. 

CBP  does  not  expect  the  pilot  to  be 
responsible  for  law  enforcement  duties. 
The  pilot  is  best  situated  to  review 
passenger  documents  and  to  verify  that 
the  passengers  he  will  be  flying  appear 
to  match  the  travel  documents 
presented.  Yet,  although  the  pilot  bears 
responsibility  for  the  accuracy  of  the 
data  submitted,  DHS  is  responsible  for 
any  necessary  enforcement  that  flows 
from  that  data. 

If  an  individual  on  the  “No-Fly” 
watch  list  is  identified  on  the  manifest, 
DHS  will  conduct  a  risk-based  analysis 
and  make  a  determination  whether  to 
grant,  restrict  or  deny  landing  rights.  If 
landing  rights  are  restricted  or  denied, 
the  pilot  will  be  provided  with 
appropriate  instructions  and  contact 
information.  Provided  the  pilot,  in 
accordance  with  his/her  legal 
obligations  under  this  rule,  correctly 
transmits  the  manifest  information  and 
follows  the  instructions  provided  by 
CBP  and/or  TSA  regarding  the  boarding 
or  non-boarding  of  particular 
passengers,  he  should  have  no  liability. 

Comment:  Several  commenters  stated 
that  there  was  no  basis  in  existing  law 
for  the  Secretary  to  exercise  departure 
clearance  authority  over  private  aircraft. 

Response:  CBP  disagrees.  As 
previously  stated,  pursuant  to  19  U.S.C. 
1433(e),  1644  and  1644a,  the  Secretary 
has  the  authority  to  prescribe 
regulations  regarding  the  departure  of 
aircraft  to  and  from  the  United  States, 
both  commercial  and  private.  Further 
authority  may  be  found  in  46  U.S.C. 
60105,  providing  that  any  vessel  shall 
obtain  clearance  from  the  Secretary,  in 
a  manner  prescribed  by  the  Secretary, 
before  departing  the  U.S.  for  a  foreign 
port  or  place;  and  that  authority  is 
extended  to  civil  aircraft  under  19 
U.S.C.  1644  and  1644a.  The  “exception” 
previously  provided  for  private  aircraft 
under  19  CFR  122.61  was  not  the  result 
of  a  lack  of  statutory  authority  to 
regulate  private  aircraft.  Instead,  the 
Secretary  (then,  the  Secretary  of  the 
Treasury),  exercised  his  discretion  at  the 
time  not  to  impose  clearance 
requirements  on  that  segment  of  civil 
aviation.  With  this  new  rule,  the 
Secretary  has  determined  that,  after 
September  11,  2001,  the  clearance 
requirements  in  this  rule  are  necessary 
and  appropriate. 

Comment:  One  commenter  stated  that 
the  passenger  manifest  requirement  for 


departure  is  extremely  cumbersome  as 
private  flights  require  flexibility  in 
terms  of  passengers  actually  onboard  at 
departure. 

Response:  The  rule  provides  that,  if  a 
departure  manifest  is  submitted  to  CBP 
before  all  individuals  arrive  for 
transport,  the  pilot  is  required  to  submit 
any  changes  to  traveler  information,  and 
receive  a  new  clearance  from  CBP.  If  the 
changes  are  submitted  less  than  60 
minutes  prior  to  departure,  the  pilot  is 
only  required  to  receive  a  new  clearance 
from  CBP  prior  to  departing,  he  does  not 
necessarily  need  to  wait  an  additional 
60  minutes.  By  not  requiring  that  the 
pilot  wait  a  full  60  minutes,  CBP 
believes  that  the  rule  provides  sufficient 
flexibility  and  promotes  efficiency. 

Comment:  One  commenter  stated  that 
CBP  should  no  longer  require  CBP  Form 
178  (Private  Aircraft  Enforcement 
System  Arrival  Report)  as  the  included 
information  will  be  electronically 
transmitted  to  CBP  one  hour  prior  to 
departure. 

Response:  CBP  agrees.  CBP  Form  178 
was  created  as  an  internal  Customs  form 
for  the  use  by  Customs  inspectors. 
Because  the  information  on  the  CBP 
Form  178  is  now  electronically  available 
to  CBP  officers  through  eAPIS,  CBP  will 
no  longer  require  the  form. 

Implementation — Enforcement 

Comment:  Two  commenters  raised 
concerns  whether  the  proposed  rule  was 
in  compliance  with  unspecified 
international  transportation  and 
customs  treaty  agreements.  One  of  the 
two  commenters  was  concerned  that 
CBP  had  not  communicated  with  the 
international  branch  of  the  U.S. 
Department  of  Transportation  regarding 
the  proposed  rule’s  impact  upon 
international  obligations. 

Response:  CBP  believes  that  the  rule 
is  in  compliance  with  all  applicable 
international  agreements.  International 
law  recognizes  a  State’s  right  to  regulate 
aircraft  entering  into,  within  or 
departing  from  its  territory. 

International  treaties,  such  as  the 
Chicago  Convention,  contain  provisions 
requiring  aircraft  in  U.S.  territory  to 
comply  with  a  broad  array  of  U.S.  laws 
and  regulations.  For  example.  Article  11 
of  the  Chicago  Convention  requires 
compliance  with  “the  laws  and 
regulations  of  a  contracting  State 
relating  to  the  admission  to  or  departure 
from  its  territory  of  aircraft  engaged  in 
international  air  navigation,  or  to  the 
operation  and  navigation  of  such  aircraft 
while  within  its  territory.”  Similarly, 
Article  13  requires  compliance  with  a 
State’s  laws  and  regulations  “as  to  the 
admission  to  or  departure  from  its 
territory  of  passengers,  crew  or  cargo  of 


aircraft  *  *  *  upon  entrance  into  or 
departure  from,  or  while  within  the 
territory  of  that  State.”  The  tenets  of  the 
Chicago  Convention  obligations  are 
followed  in  this  final  rule. 

Comment:  Several  hundred 
commenters  questioned  CBP’s  ability  to 
receive  and  process  private  aircraft  APIS 
transmissions  in  a  timely  manner.  One 
commenter  stated  that  if  CBP  cannot 
provide  a  response  within  five  minutes, 
approval  should  be  assumed  to  be 
granted.  One  commenter  indicated  that 
this  rule  has  very  little  chance  of  being 
implemented  with  the  limited  staff  that 
CBP  has  available.  One  commenter 
asked  what  assurance  the  pilot  will  have 
that  the  eAPIS  transmission  was 
received. 

Response:  CBP  anticipates  handling 
the  volume  of  private  aircraft 
submissions  through  the  enhanced 
capabilities  of  the  eAPIS  portal  and 
other  CBP-approved  submission 
methods.  CBP  is  capable  of  receiving 
and  processing  tens  of  thousands  of 
private  aircraft  manifest  submissions 
daily.  Additionally,  small  commercial 
carriers  currently  use  eAPIS 
successfully  to  make  timely  submissions 
of  passenger  manifest  data.  A  pilot  may 
not  depart  without  receiving  a  “cleared” 
message  from  CBP  and  following  all 
other  instructions  provided  by  DHS  in 
the  response  to  the  eAPIS  submission. 
Pilots  will  know  that  the  eAPIS 
transmission  has  been  received,  based 
upon  CBP’s  response  to  the 
transmission.  Clearance  for  a  flight  to  or 
from  the  United  States  should  never  be 
assumed  regardless  of  the  amount  of 
time  that  has  elapsed;  only  the  pilot’s 
receipt  of  a  cleared  response  firom  CBP 
ensures  that  the  agency  has  received  the 
arrival  and/or  departure  manifest 
submission. 

Comment:  Many  commenters 
questioned  the  necessity  of  the 
proposed  rule  since  the  manifest 
information  submitted  via  eAPIS  cannot 
and/or  will  not  be  physically  verified  by 
CBP. 

Response:  CBP  appreciates  this 
concern.  Because  CBP  officers  do  meet 
private  aircraft  upon  arrival,  it  is 
imperative  that  the  electronic  manifest 
be  available  for  CBP  verification  prior  to 
the  aircraft’s  arrival  in  the  United  States. 
Additionally,  electronic  departure 
manifests  will  be  available  for 
verification  by  CBP  officers  prior  to  the 
aircraft’s  departure  from  the  United 
States. 

Comment:  Many  commenters  stated 
that  Puerto  Rico  should  not  be 
considered  a  foreign  location,  and 
flights  from  Puerto  Rico  to  the 
continental  United  States  should  not  be 
subject  to  the  requirements  of  the  rule. 
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Response:  CBP  agrees.  CBP  would  like 
to  clarify  that  as  proposed  in  the  NPRM 
and  as  finalized  in  this  rule,  under  19 
CFR  122.22(a)  ’’United  States”  means 
the  continental  United  States,  Alaska, 
Hawaii,  Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  Guam  and  the 
Commonwealth  of  Northern  Mariana 
Islands.  Accordingly,  flights  between 
Puerto  Rico  and  other  locations  in  the 
United  States  would  not  be  subject  to 
the  requirements  of  this  rule. 

Comment:  Several  commenters 
inquired  as  to  what  penalties  would  be 
imposed  if  a  pilot  fails  to  file  an  arrival 
or  departure  manifest  and  obtain  the 
required  clearance  for  landing  before 
taking  off  for  the  United  States  from  a 
foreign  port  or  place  or  departing  the 
United  States  for  a  foreign  destination. 

Response:  Pilots  of  aircraft  departing 
the  United  States,  or  departing  a  foreign 
place  for  the  United  States,  who  fail  to 
comply  with  the  terms  of  this  rule  are 
subject  to  a  civil  penalty  of  $5,000  for 
tbe  first  violation  and  $10,000  for  each 
subsequent  violation  as  prescribed  in  19 
U.S.C.  1436(b)  and  19  CFR 
122.166(a)(c)(l).  The  pilot  may  also  be 
subject  to  criminal  penalties  for 
violations  under  19  U.S.C.  1436(c).  In 
addition,  the  U.S.  government  has 
established  protocols  and  procedures  to 
defend  and  protect  its  airspace  against 
potential  threats  if  it  is  unable  to 
identify  the  intention  of  any  aircraft. 

Comment:  One  commenter  pointed 
out  that  8  CFR  231.3  which  provides 
exemptions  for  private  vessels  and 
aircraft  from  manifest  requirements, 
exempts  private  aircraft  and,  therefore, 
contradicts  the  requirements  proposed 
by  the  NPRM.  The  commenter  suggested 
that  it  be  amended  to  conform  to  the 
requirements  proposed  by  the  NPRM. 

Response:  Although  CBP  does  not 
believe  any  real  conflict  exists  to  the 
extent  this  final  rule  is  under  Title  19, 
rather  than  Title  8,  CBP  agrees  that 
clarification  regarding  exemptions  for 
private  aircraft  noted  in  title  8  of  the 
Code  of  Federal  Regulations  is 
appropriate  to  avoid  any  confusion. 
Section  231.3  of  title  8  of  the  Code  of 
Federal  Regulations  will  be  amended  to 
reference  the  requirements  for  arrival 
and  departure  manifest  presentation  of 
19  CFR  122.22. 

Implementation — 60  Minute 
Requirement 

Comment:  Several  hundred 
commenters  asked  if  CBP  could 
guarantee  that  aircraft  operators  will 
receive  a  response  within  45  minutes  of 
transmitting  the  arrival  information  and 
manifest  data  so  that  they  can  proceed 
to  the  aircraft,  taxi  and  takeoff  60 
minutes  after  they  submit  the 


information.  Two  commenters  stated 
that  waiting  for  permission  from  DHS  to 
depart  is  a  terrible  burden  that  will  lead 
to  delays. 

Response:  In  most  cases,  an 
automated  analysis  will  create  a  rapid 
response  well  within  the  60  minute  time 
period.  In  other  cases,  additional  review 
may  be  necessary,  requiring  additional 
time.  DHS  will  strive  to  process  each 
request  within  60  minutes  of  receipt  or 
as  quickly  as  possible  to  avoid  delays. 

Comment:  Many  commenters 
expressed  concerns  that  a  pilot  would 
have  to  resubmit  new  arrival  times  to 
FAA  and  wait  additional  time  if  CBP’s 
respon.se  to  arrival  and/or  departure 
manifests  occurred  10  minutes  after  the 
pilot’s  stated  departure  time  submitted 
in  FAA  flight  plans. 

Response:  CBP  wishes  to  clarify  that 
once  pilots  have  submitted  their 
completed  passenger  manifest  data  and 
have  received  electronic  clearance  to 
depart  regarding  the  transmission  from 
CBP,  they  are  free  to  depart.  Absent 
changes  to  the  information  previously 
transmitted,  an  additional  submission  is 
not  necessary  unless  otherwise 
indicated  by  CBP.  Pilots  may  contact  tbe 
intended  port  of  arrival  telephonically 
or  by  radio  with  expected  time  of  arrival 
updates.  The  60-minute  requirement  is 
designed  to  give  CBP  an  adequate 
amount  of  time  to  respond  to  the  eAPIS 
transmission  so  that  pilots  will  be  able 
to  make  their  scheduled  departure  time, 
as  reported  to  FAA.  Pilots  also  have  the 
option  of  submitting  an  arrival/ 
departure  manifest  to  CBP  earlier  than 
60  minutes  prior  to  take  off  if  that  is 
their  preference. 

Communications — Equipment  Concerns 

Comment:  Several  hundred 
commenters  stated  that  the  equipment 
required  to  submit  APIS  information  is 
not  available  in  all  general  aviation 
airports. 

Response:  CBP  recognizes  that  not  all 
private  aircraft  departure  locations  are 
equipped  to  submit  APIS  data  in  the 
timeframe  required.  Under  this  final 
rule,  CBP  is  allowing  private  aircraft 
pilots  a  great  deal  of  flexibility  in  how 
and  when  they  submit  passenger 
manife.st  data  to  CBP.  A  pilot  may 
submit  complete,  correct,  and  accurate 
passenger  manifest  data  any  time  in 
advance,  but  no  later  than  60  minutes 
prior  to  departure  to  or  from  the  United 
States,  allowing  the  flexibility  to 
provide  data  prior  to  travel  to  or  from 
a  remote  location.  As  one  alternative,  a 
pilot  may  also  have  a  third-party  agent 
submit  the  data.  Additionally,  in 
response  to  the  comments  received  from 
the  NPRM,  certain  elements  of  a 
previously  submitted  arrival  and/or 


departure  manifest  (i.e.,  flight 
cancellation,  expected  time  of  arrival 
and  changes  in  arrival  location)  may 
now  be  amended  via  telephone,  radio  or 
by  existing  processes  and  procedures  if 
access  to  the  Internet  is  unavailable. 

Original  arrival  and  departure 
manifests  generally  must  be  submitted 
via  eAPIS  or  another  CBP-approved  data 
interchange  system.  However,  on  a 
limited  case-by-case'basis,  CBP  may 
permit  a  pilot  to  submit  or  update  notice 
of  arrival  and  arrival/departure  manifest 
information  telephonically  when 
unforeseen  circumstances  preclude 
submission  of  the  information  via 
eAPIS.  Under  such  circumstances,  CBP 
will  manually  enter  the  notice  of  arrival 
and  arrival/departure  manifest 
information  provided  by  the  pilot  and 
the  pilot  is  required  to  wait  for  CBP 
screening  and  approval  to  depart.  CBP 
will  strive  to  process  such  manual 
submissions  as  quickly  as  possible: 
however,  the  processing  of  these  non¬ 
electronic  manifests  may  significantly 
delay  clearance. 

Finally,  when  there  is  a  change  in  the 
expected  time  of  arrival  due  to 
unforeseen  conditions  such  as  weather 
changes,  the  pilot  is  permitted  to 
contact  the  intended  port  of  arrival  with 
the  new  expected  time  of  arrival 
telephonically,  by  radio,  or  via  the  FAA 
automated  flight  service  stations  (AFSS) 
and/or  flight  services. 

Comment:  Several  hundred 
commenters  noted  that  few  private 
aircraft  have  the  necessary  equipment 
on  board  to  transmit  an  arrival  manifest 
should  they  need  to  divert  to  a  U.S. 
airport  in  the  case  of  emergency.  Two 
commenters  stated  that  the  requirement 
to  provide  a  30-minute  arrival  notice 
places  an  undue  burden  on  the  pilot. 
One  commenter  stated  weather  can  play 
a  part  in  causing  a  diversion  while 
already  in  flight. 

Response:  With  respect  to  an  aircraft 
arriving  at  a  U.S.  port,  “emergency” 
means  an  urgent  situation  due  to  a 
mechanical,  medical,  or  security, 
problem  affecting  the  flight,  or  an  urgent 
situation  affecting  the  non-U. S.  port  of 
destination  that  necessitates  a  detour  to 
a  U.S.  port.  CBP’s  policy  on  emergency 
landings  remains  unchanged  and 
permission  continues  to  be  granted  on  a 
case-by-case  basis.  CBP  will  take  into 
consideration  the  nature  of  the 
emergency  prior  to  issuing  any  penalties 
and  as  a  mitigating  factor  when  any 
penalties  issued  by  the  agency  are 
considered  in  the  administrative 
petition  process. 

Comment:  Several  hundred 
commenters  asked  if  facsimile, 
telephone,  use  of  Flight  Service  Station 
and/or  email  transmissions  would  be 
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acceptable  alternatives  in  addition  to 
transmissions  through  eAPIS.  Five 
commenters  inquired  as  to  whether  the 
additional  passenger  information 
required  by  CBP  could  be  added  to  the 
flight  plan  notification  that  they  already 
file  with  the  FAA. 

Response:  Although  CBP  will  allow 
the  submission  of  arrival  manifests  well 
in  advance  of  the  actual  arrival  of  the 
aircraft  and  approve  the  passengers  and 
aircraft  depending  upon  the  outcome  of 
the  screening  process,  the  pilot  may  still 
be  required,  per  any  instructions 
received  from  CBP,  to  contact  CBP  at  the 
arrival  airport  to  confirm  CBP  officer 
availability  at  that  port  for  the  expected 
time  and  date  of  arrival  indicated  in  the 
manifest.  Under  this  final  rule,, 
facsimile,  email  transmissions,  or 
submission  via  another  agency  such  as 
the  (FAA)  of  arrival  and  departure 
manifest  data  are  not  acceptable 
methods  of  original  submission. 

Methods  such  as  facsimile,  email  and 
telephone  can  lead  to  inaccuracies,  tend 
to  be  inefficient  and  do  not  promote  the 
uniformity  that  submission  via  one 
standard  method  allows.  That  said,  on 
a  limited  case-by-case  basis,  CBP  may 
permit  a  pilot  to  submit  or  update  notice 
of  arrival  and  arrival/departure  manifest 
information  telephonically  when 
unforeseen  circumstances  preclude 
submission  of  the  information  via 
eAPIS.  CBP  also  may  review  and 
approve  alternative  methods  for 
electronically  transmitting  the  required 
data  to  CBP.  For  example,  a  pilot  may 
authorize  a  third-party  to  submit  the 
original  arrival  and/or  departure 
manifest  data  on  the  pilot’s  behalf. 

Certain  elements  or  a  previously 
submitted  arrival  and/or  departure 
manifest  may  be  amended  or 
supplemented  via  telephone  or  radio  if 
access  to  the  Internet  is  unavailable. 
Also,  when  there  is  a  change  in  the 
expected  time  of  cU’rival  due  to 
unforeseen  conditions  such  as  weather 
changes,  the  pilot  is  permitted  to 
contact  the  intended  port  of  arrival  with 
the  new  expected  time  of  arrival 
telephonically,  by  radio,  or  via  the  FAA 
automated  flight  service  station  (AFSS) 
and/or  flight  services. 

Comment:  One  commenter  had 
concerns  about  backup  procedures 
should  eAPIS  not  be  available  due  to 
CBP/DHS  system  outages. 

Response:  In  the  event  that  eAPIS  is 
unavailable,  authorized  users  will  need 
to  contact  CBP  at  the  intended  U.S. 
airport  of  arrival/departure  for 
instructions  on  how  to  proceed  in 
submitting  required  information.  Each 
outage  presents  unique  circumstances 
that  will  be  dealt  with  on  a  case-by-case 
basis  pep.  the  port’s  instructions. 


Comment:  Several  commenters  stated 
that  the  requirement  to  provide  a  24- 
hour  point  of  contact  is  difficult  because 
private  aircraft  operators  do  not 
normally  have  24-hour  operation 
centers. 

Response:  The  data  element  “24-hour 
point  of  contact’’  in  §  122.22,  paragraphs 
(b)(4)(xx)  and  (c)(4)(xviii)  will  be 
changed  to  “24-hour  Emergency  Point  of 
Contact”  to  clarify  that  the  named  entity 
or  individual  provided  for  in  this 
element  is  available  for  contact  by  CBP 
should  an  emergency  arise  (as  opposed 
to  day  to  day  operations)  and  CBP  needs 
information  about  the  flight  as  a  result 
of  communication  equipment  failure  or 
pilot  unavailability. 

Comment:  Several  commenters  stated 
that  submitting  the  transponder/beacon 
code  and/or  decal  number  in  eAPIS  was 
not  possible  because  it  was  not  available 
60  minutes  prior  to  takeoff.  One 
commenter  was  concerned  about 
supplying  the  CBP  decal  number  as  the 
decal  may  be  purchased  upon  arrival  in 
the  United  States. 

Response:  CBP  agrees  and  is 
amending  19  CFR  122.22  (b)(4)(xviii) 
and  (c)(4)(xix)  so  that  the  transponder 
code  will  no  longer  be  listed  as  a 
required  data  element  and  the  decal 
number  will  be  required  to  be  submitted 
if  available. 

Comment:  Several  commenters  stated 
eAPIS  does  not  accept  aircraft 
registration  numbers  and  airports  that 
are  not  identified  with  an  ICAO  airport 
code. 

Response:  CBP  developed  a  new 
module  within  eAPIS  for  private  aircraft 
use  to  capture  the  data  elements 
required  by  this  regulation. 


Comment:  Several  commenters  stated 
that  the  Regulatory  Analysis  is  deficient 
because  it  does  not  address  the  costs 
that  pilots  would  incur  to  fly  to  another 
airport  with  adequate  facilities.  Three 
commenters  stated  that  the  costs  for 
Internet  access  were  not  considered. 

One  commenter  stated  that  the  costs  for 
eAPIS  on-line  training  and  registration 
were  not  considered.  One  commenter 
stated  the  time  for  programming 
changes  to  eAPIS  by  DHS  were  not 
considered.  One  commenter  stated  that 
the  Regulatory  Assessment  did  not 
consider  the  “ripple  effects”  beyond 
those  to  private  pilots  and  their 
passengers. 

Response:  The  commenters  are  correct 
that  the  analysis  for  the  NPRM  did  not 
account  for  all  of  these  costs.  The 
Regulatory  Analysis  for  this  final  rule 
takes  into  account  the  costs  for  flying  to 


9  , 

facilities  with  Internet  capabilities  (see 
below).  Costs  for  online  training  for 
eAPIS  are  not  considered  because  eAPIS 
is  designed  to  be  a  user-friendly  system 
and  will  require  users  to  spend  little 
time  familiarizing  themselves  with  the 
web  interface.  Finally,  as  noted  in  the 
analysis  for  the  NPRM,  “ripple  effects” 
beyond  those  entities  not  directly 
regulated  are  not  considered  because 
they  do  not  represent  losses  in 
consumer  surplus  but  are  rather 
transfers  within  the  economy. 

Comment:  A  few  commenters  stated 
that  the  Regulatory  Analysis  incorrectly 
estimated  that  pilots  and  passengers 
would  have  to  arrive  15  minutes  prior 
to  takeoff. 

Response:  The  commenters  are 
incorrect.  CBP  assumed  that  all  pilots 
would  have  to  arrive  at  the  airport  in 
time  to  submit  their  APIS  data  in  a 
timely  fashion.  CBP  assumed  that  for  a 
portion  of  the  pilots  affected,  arriving  at 
least  60  minutes  prior  to  takeoff  would 
represent  a  departure  from  their  normal 
flying  practices.  For  this  portion  of  the 
population,  CBP  assumed  that  they 
would  arrive  15  minutes  earlier  than 
customary.  CBP  acknowledges  that 
pilots  could  avoid  arriving  at  the  airport 
early  by  using  a  third  party  to  submit 
required  information.  However,  CBP 
believes  that  it  is  unlikely  that  pilots  of 
private  aircraft  would  hire  a  third  party 
to  submit  required  data.  Also,  hiring 
third  parties  to  submit  required  data 
would  not  obviate  the  time  costs  of 
arriving  to  the  airport  early,  as  hiring 
third  parties  would  create  other  costs. 

Comment:  A  few  commenters  stated 
that  CBP’s  estimate  that  it  would  take  8 
hours  to  resolve  a  security  incident  is 
too  low.  One  commenter  stated  that  the 
CBP  estimate  of  one  hour  to  resolve  a 
“No-Fly”  designation  has  no  support. 

Response:  This  estimate  was  intended 
to  represent  an  average  time  to  resolve 
a  security  incident.  Some  incidents 
could  take  less  time  and  others  could 
take  more  time. 

Comment:  One  commenter  stated  that 
CBP’s  estimate  for  a  Value  of  a 
Statistical  Life  (VSL)  is  too  high  because 
pilots  would  not  be  willing  to  pay 
anything  to  reduce  the  risk  of  dying  in 
a  terrorist  attack  because  they  know  the 
passengers  they  are  carrying. 

Response:  CBP  interprets  this 
commenter’s  point  to  be  that  because 
the  pilot  knows  the  passengers  he  is 
carrying,  there  is  no  risk  and  the  pilot 
would  not  be  willing  to  pay  to  reduce 
a  risk  that  does  not  exist.  CBP  disagrees 
that  a  risk  does  hot  exist  for  private 
aircraft.  A  terrorist  incident  can  be 
caused  by  persons  in  a  private  aircraft. 
CBP  presents  two  VSLs  that  are 
intended  to  capture  an  individual’s 
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willingness  to  pay  to  avoid  an  incident. 
These  values  are  used  in  multiple 
economic  evaluations  across  the  U.S. 
government.  These  values  were 
reviewed  by  the  Office  of  Management' 
and  Budget  (OMB)  during  the  proposed 
and  final  rule  stages. 

Comment:  A  few  commenters  stated 
that  the  risk  scencU'ios  presented  in  the 
Regulatory  Analysis  were  not  realistic 
for  the  vast  majority  of  general  aviation 
aircraft.  One  commenter  stated  that 
potential  terrorist  risks  on  small  aircraft 
are  miniscule. 

Response:  CBP  agrees  that  some  of  the 
risk  scenarios  are  more  likely  than 
others  and  noted  this  in  the  NPRM  and 
in  this  document.  These  scenarios  were 
intended  to  capture  a  range  of  possible 
outcomes  given  the  lack  of  specific  data 
on  terrorist  attacks  involving  private 
aircraft. 

Comment:  One  commenter  stated  that 
the  macroeconomic  costs  of  a  terrorist 
incident  were  not  addressed  in  the 
Regulatory  Analysis. 

Response:  CBP  agrees  that  the  larger 
economic  impacts  .stemming  from  a 
terrorist  incident  are  potentially 
significant.  However,  CBP  does  not 
present  secondary  impacts  of  the  rule 
because  CBP  does  not  know  the  extent 
to  which  these  losses  are  transfers 
versus  real  economic  losses.  In  the 
analysis  of  costs,  benefits,  and  risk 
reduction  that  would  be  required  in 
order  for  this  rule  to  be  cost-effective 
[see  section  “Executive  Order  12866 
(Regulatory  Planning  and  Review)” 
below]  CBP  has  compeu'ed  direct  costs  to 
direct  benefits.  The  “ripple”  effects, 
while  important  to  recognize  as 
potentially  large,  are  not  direct  costs  or 
benefits. 

IV.  Summary  of  Changes  Made  to 
NPRM 

After  further  review  of  the  NPRM,  the 
analysis  of  the  comments  received  from 
the  public,  and  in  light  of  CBP’s  desire 
to  provide  clear  policy  and  procedural 
guidance  to  the  public,  CBP  has  made 
certain  changes  to  the  proposed 
regulatory  text  in  this  final  rule.  The 
changes  are  summarized  below. 

(1)  The  NPRM  proposed  that  the 
redress  number  be  a  required  data 
element  for  arrival  and  departure 
manifests  if  available.  A  redress  number 
is  a  number  assigned  to  a  passenger  who 
has  requested  redress  respecting  a 
screening  concern.  CBP  is  now 
encouraging,  but  not  requiring,  that 
pilots  include  in  their  eAPIS  manifest 
transmissions,  any  redress  numbers 
issued  by  TSA  (or  any  other  unique 
passenger  number  approved  by  DHS  for 
the  same  purpose)  to  facilitate  screening 
and  clearance  of  passengers.  CBP  will 


not  require  a  redress  number  as  a  data 
element  for  the  arrival  and  departure 
manifests  because  a  passenger  may  not 
have  this  number  readily  available  for 
the  pilot’s  use  on  the  arrival  or 
departure  manifest.  As  such,  the  data 
element  “redress  number”  in  proposed 
§  122.22,  paragraphs  (b)(4)(xiii)  and 
(c)(4)(xiii)  has  been  removed  and  will 
not  be  required  as  an  element  of  an 
arrival  or  departure  manifest  submission 
to  CBP.  Pilots  are  encouraged  but  not 
required  to  submit  the  redress  number 
in  their  eAPIS  transmissions,  if 
available. 

(2)  While  the  NPRM  did  not  include 
in  the  proposed  regulatory  text  the 
requirement  that  the  pilot  must  compare 
the  manifest  information  with  the 
information  on  the  DHS-approved  travel 
document  presented  by  each  individual 
attempting  to  travel  onboard  the  aircraft 
to  ensure  that  the  manifest  information 
is  correct,  that  the  travel  document 
appears  to  be  valid  for  travel  to  the 
United  States,  and  that  the  traveler  is 
the  person  to  whom  the  travel  document 
was  issued,  this  concept  was  included 
in  the  background  section  of  the  NPRM 
(see  72  FR  53397).  As  such,  language 
has  been  added  to  §  122.22,  paragraphs 
(b)(8)  and  (c)(7),  which  will  reflect  this 
obligation.  CBP  is  adding  this 
requirement  to  the  regulatory  text  for 

§  122.22  to  avoid  any  confusion 
regarding  this  specific  responsibility  of 
pilots  to  examine  the  travel  documents 
as  well  as  the  traveler  to  mitigate  the 
security  vulnerabilities  of  private  air 
travel. 

(3)  The  NPRM  did  not  contain  a 
proposed  amendment  to  8  CFR  231.3, 
which  currently  makes  clear  that  private 
aircraft  are  exempt  from  having  to  file 
an  arrival  or  departure  manifest  which 
is  otherwise  required  for  commercial 
aircraft  under  title  8.  In  this  final  rule, 
appropriate  conforming  changes  have 
been  made  to  8  CFR  231.3  to  clarify  that 
that  electronic  arrival  and  departure 
manifest  requirements  for  individuals 
traveling  onboard  private  aircraft  are 
now  found  in  19  CFR  122.22. 

(4)  Proposed  §§  122.26  and  122.61  are 
now  clarified  to  reflect  that  “United 
States”  as  used  in  those  sections,  is  as 
defined  in  §  122.22. 

(5)  The  data  element  “transponder 
code”  (also  known  as  beacon  code)  in 
proposed  §  122.22,  paragraphs 
(b)(4)(xviii)  and  (c)(4)(xix)  has  been 
removed  and  will  not  be  required  as  an 
element  of  an  arrival  or  departure 
manifest  submission  to  CBP,  since  this 
information  is  not  available  until  after 
the  aircraft  is  airborne  and,  thus,  is 
unavailable  for  submission  on  an  arrival 
and/or  departure  manifest  60  minutes 
prior  to  departure. 


(6)  The  data  element  “decal  number” 
in  proposed  §  122.22,  paragraphs 
(b){4)(iv)  and  (c)(4)(iv)  will  be  optional 
and  have  “(if  available)”  added  to 
indicate  that  this  data  element  will  not 
be  required  as  an  element  of  an  arrival 
or  departure  manifest  submission  to 
CBP,  since  not  all  aircraft  possess  a 
decal  number. 

(7)  The  data  element  “24-hour  point 
of  contact”  in  proposed  §  122.22, 
paragraphs  (b)(4)(xx)  and  (c)(4)(xviii) 
will  be  changed  to  “24-hour  Emergency 
point  of  contact”  in  order  to  clarify  that 
the  named  entity  or  individual  provided 
for  this  element  is  available  for  contact 
by  CBP  in  an  emergency,  in  case  CBP 
needs  immediate  information  about  the 
flight  as  a  result  of  communication 
equipment  or  pilot  unavailability,  rather 
than  for  contact  regarding  day  to  day 
operational  issues. 

(8)  Language  has  been  added  to 

§  122.22  paragraphs  (b)(2)(i)  and  (c)(2) 
clarifying  that  arrival  and  departure 
manifests  may  be  submitted  anytime 
prior  to  the  departure  of  the  aircraft,  but 
no  later  than  60  minutes  prior  to 
depeurture  of  the  aircraft. 

(9)  Language  has  been  added  to 

§  122.22  paragraphs  (b)(6)  and  (c)(5) 
clarifying  that  once  DHS  has  approved 
departure  from  the  United  States  and/or 
landing  within  the  United  States,  and 
the  pilot  has  complied  with  all 
instructions  issued  by  DHS,  the  aircraft 
is  ft'ee  to  depart  or  land. 

(10)  Language  has  been  added  to 

§  122.22,  paragraphs  (b)(7)  and  (c)(6) 
indicating  that  changes  to  an  already 
transmitted  manifest  regarding  flight 
cancellation,  expected  time  of  arrival 
and  arrival  location,  can  be  submitted 
telephonically,  by  radio  or  through 
existing  processes  and  procedures. 
Additionally,  language  has  been  added 
to  these  paragraphs  clarifying  that 
changes  to  passenger  or  aircraft 
information  must  be  resubmitted  to  CBP 
via  eAPIS  or  other  CBP-approved  data 
interchange  system,  invalidating  any 
CBP  approval  given  regarding  the 
originally  submitted  manifest,  and 
requiring  the  pilot  to  await  CBP 
approval  to  depart  based  on  the 
amended  manifest  containing  the  added 
passenger  information  and/or  changes  to 
information  regarding  the  aircraft. 

(11)  The  definition  of  the  United 
States  in  §  122.22  has  been  changed  to 
include  the  territory  of  the 
Commonwealth  of  the  Northern  Mariana 
Islands  (CNMI)  due  to  subsequent 
legislation  (section  702  of  the 
Consolidated  Natural  Resources  Act  of 
2008;  Public  Law  110-229  (May  8,  2008) 
which  extends  the  United  States 
immigration  laws  to  the  CNMI. 
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(12)  Section  122.0  (scope)  has  been 
amended  by  deleting  the  last  two 
sentences  of  paragraph  (a)  which 
specifically  identified  geographic  areas 
where  the  regulations  under  part  122 
did  and  did  not  apply.  Since  each 
section  within  part  122  specifies  the 
geographic  areas  where  they  apply, 
these  sentences  have  been  deleted  for 
clarification. 

V.  Conclusion 

After  careful  consideration  of  the 
comments  received  in  response  to  the 
NPRM  and  further  review  of  the 
proposed  rule,  CBP  is  adopting  as  final, 
with  the  modifications  discussed  above, 
the  proposed  amendments  published  in 
the  Federal  Register  on  September  18, 
2007.  This  final  rule  will  help  safeguard 
the  traveling  public,  and  aid  CBP  in 
accurately  assessing  the  threat  risk  of 
private  aircraft  and  those  individuals 
traveling  via  private  aircraft. 

VI.  Regulatory  Analyses 

A.  Executive  Order  12866  (Regulatory 
Planning  and  Review) 

This  rule  is  not  an  “economically 
significant”  rulemaking  action  under 
Executive  Order  12866  because  it  will 


not  result  in  the  expenditure  of  more 
than  $100  million  in  any  one  year.  This 
rule,  however,  is  a  significant  regulatory 
action  under  Executive  Order  12866 
and,  therefore,  has  been  reviewed  by  the 
Office  of  Management  and  Budget 
(OMB). 

Currently,  pilots  of  private  aircraft 
must  submit  information  regarding 
themselves,  their  aircraft,  and  any 
passengers  prior  to  arrival  into  the 
United  States  from  a  foreign  airport. 
Depending  on  the  location  of  the  foreign 
airport,  the  pilot  provides  the  arrival 
information  one  hour  prior  to  crossing 
the  U.S.  coastline  or  border  (areas  south 
of  the  United  States)  or  during  the  flight 
(other  areas).  The  information  that 
would  be  required  by  this  rule  is  already 
collected  pursuant  to  sections  122.31 
and  122.23  for  notice  of  arrival.  The 
newly  required  data  elements  that  must 
be  electronically  submitted  pursuant  to 
the  requirements  of  this  final  rule 
include  the  information  that  pilots  must 
currently  provide  for  notice  of  arrival; 
the  required  information  would  need  to 
be  submitted  earlier  (60  minutes  prior  to 
departure).  No  notice  of  departure 
information  is  currently  required  for 
private  aircraft  departing  the  United 
States  for  a  foreign  airport. 


CBP  estimates  that  138,559  private 
aircraft  landed  in  the  United  States  in 
2006  based  on  current  notice  of  arrival 
data.  These  aircraft  collectively  carried 
455,324  passengers;  including  the 
138,559  pilots  of  the  aircraft,  this  totals 
593,883  individuals  arriving  in  the 
United  States  aboard  private  aircraft. 
CBP  notes  that  this  statistic  reflects  the 
unique  and  actual  instances  of  landings 
by  private  aircraft.  CBP  estimates  that 
approximately  two-thirds  are  U.S. 
citizens  and  the  remaining  one-third  is 
comprised  of  non-U.S.  citizens. 

Table  1  summarizes  the  2006  arrival 
information  for  the  top  airports  in  the 
United  States  that  receive  private 
aircraft  from  foreign  airports.  Fort 
Lauderdale  received  the  most  arrivals, 
with  nearly  10  percent  of  the  U.S. 
private  aircraft  arrivals.  The  top  18 
airports  receiveil  approximately  60 
percent  of  the  total.  As  shown,  the 
average  number  of  passengers  per 
arrival  varies  by  port;  JFK  has  the 
highest  passengers  per  arrival  (4.7) 
while  Bellingham,  Washington,  has  the 
lowest  (1.4).  Nationwide,  the  average 
number  of  passengers  carried  per  arrival 
is  3.3. 


Table  1— Summary  of  Arrivals  and  Passengers  Aboard  Private  Aircraft  (2006) 


Airport 

Aircraft/pilot 

arrivals 

Percent  of 
total  aircraft 

Passenger 

arrivals 

1 

Percent  of 
total 

passengers 

Average 
passengers 
per  arrival 

Ft.  Lauderdale  Inti.  Airport,  FL . 

12,831 

1 

9 

37,848 

8 

2.9 

West  Palm  Beach,  FL . 

9,031 

7 

25,109 

6 

2.8 

New  York-Newark,  Newark,  NJ  . 

6,464 

5 

29,779 

7 

4.6 

Miami  Airport,  FL  . 

5,676 

4 

17,596 

4 

3.1 

Fort  Pierce,  FL . 

5,216 

4 

11,376 

2 

2.2 

Otay  Mesa,  CA  . 

4,944 

4 

18,216 

4 

3.7 

San  Juan,  PR . 

4,090 

3 

'  10,821 

2 

2.6 

Hidalgo,  TX  . . . 

3,827 

3 

8,647 

2 

2.3 

Calexico,  CA  . 

3,597 

3 

7,963 

2 

2.2 

JFK  Airport,  NY . 

3,497 

3 

16,492 

4 

4.7 

Laredo,  TX  . 

3,280 

2 

10,974 

2 

3.3 

Tucson,  AZ . 

3,013 

2 

9,059 

2 

3.0 

El  Paso,  TX . 

2,548 

2 

9,544 

2 

3.7 

Houston/Galveston,  TX . 

2,534 

2 

10,850 

2 

4.3 

Seattle,  WA . 

2,529 

2 

6,238 

1 

2.5 

Brownsville,  TX  . 

2,303 

2 

7,027 

2 

3.1 

San  Antonio,  TX . 

•  2,185 

2 

8,520 

2 

3.9 

Bellingham,  WA  . ; . 

2,160 

2 

3,106 

1 

1.4 

Remaining  223  airports . 

58,834 

42  { 

206,159 

45 

3.5 

Total  . 

138,559 

100 

455,324 

100 

3.3 

CBP  does  not  currently  compile  data 
for  departures,  as  there  are  currently  no 
requirements  for  private  aircraft 
departing  the  United  States.  For  this 
analysis,  we  assume  that  the  number  of 
departures  is  the  same  as  the  number  of 
arrivals. 

Thus,  we  estimate  that  140,000 
private  aircraft  arrivals  and  140,000 


departures  will  be  affected  annually  as 
a  result  of  the  rule.  Although  the  current 
data  elements  for  pilots  are  very  similar 
to  the  requirements  in  this  rule,  the  data 
elements  for  passengers  are  more 
extensive.  Based  on  the  current 
information  collected  and  accounting 
for  proposed  changes  in  the  data 
elements,  CBP  estimates  that  one 


submission,  which  includes  the  arrival 
information  and  the  passenger  manifest 
data,  will  require  15  minutes  of  time 
(0.25  hours)  for  the  pilot  to  complete. 
Additionally,  CBP  estimates  that  it  will 
require  each  of  the  460,000  passengers 
1  minute  (0.017  hours)  to  provide  the 
required  data  to  the  pilot.  These  data  are 
all  contained  on  a  passenger’s  passport 
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or  alien  registration  card  and  are  thus 
simple  to  provide  to  the  pilot. 

Currently,  arrival  information  is 
submitted  by  radio,  telephone,  or  other 
method,  or  through  the  FAA’s  flight 
notification  procedure.  Under  this  rule, 
pilots  must  submit  the  arrival  and 
passenger  data  through  the  eAPIS  web 
portal,  electronic  EDIFACT 
transmissions,  or  an  approved 
alternative  transmission  medium.  For 
this  analysis,  we  assume  that  pilots  will 
use  the  eAPIS  system,  as  it  is  a  user- 
friendly  and  costless  method  to  submit 
the  required  data  elements  to  CBP  and 
the  pilot  need  only  have  access  to  a 
computer  with  web  capabilities  to 
access  the  system.  We  also  assume  that 
pilots  will  have  access  to  a  computer 
and  the  Internet  to  make  the  electronic 
submission.  This  analysis  in  no  way 
precludes  a  private  aircraft  operator 
from  implementing  another  approved 
method  of  transmission;  however,  we 
believe  that  most  pilots,  particularly 
those  not  traveling  for  business,  will 
choose  to  submit  the  required  data 
through  the  least-cost  option;  eAPIS. 

Currently,  private  aircraft  arriving 
from  areas  south  of  the  United  States 
must  provide  advance  notice  of  arrival 
at  least  one  hour  before  crossing  the 
U.S.  coastline  or  border.  There  are  no 
such  timing  requirements  for  other 
areas.  Thus,  some  pilots  and  their 
passengers  may  decide  that  to  comply 
with  the  new  requirements,  including 
submitting  information  through  eAPIS 
and  waiting  for  a  response  from  CBP, 
they  must  convene  at  the  airport  earlier 
than  they  customarily  would.  We  do  not 
have  any  information  on  how  many,  if 
any,  pilots  or  passengers  would  need  to 
change  their  practices.  For  this  analysis, 
we  assume  that  50  percent  of  the  pilots 
and  passengers  would  need  to  arrive  15 
minutes  (0.25  hours)  earlier  than 
customary.  This  would  result  in  70,000 
affected  pilots  (140,000  arrivals  *  0.5) 
and  231,000  affected  passengers  (70,000 
arrivals  *  3.3  passengers  per  arrival)  for 
a  total  of  301,000  individuals  affected. 

To  estimate  the  costs  associated  with 
the  time  required  to  input  data  into 
eAPIS,  we  use  the  value  of  an  hour  of 
time  as  reported  in  the  FAA’s  document 
on  critical  values,  $37.20.®  This 
represents  a  weighted  cost  for  business 
and  leisure  private  aircraft  travelers. 
CBP  believes  this  is  a  reasonable 
approximation  of  the  average  value  of  a 
pilot’s  and  traveler’s  time. 


’•Federal  Aviation  Administration.  2005. 
Economic  Values  for  FAA  Investment  and 
Hegulatory  Decisions,  A  Guide.  Prepared  by  GRA, 
Inc.  July  3,  2007.  Table  ES-1.  Per  the  instructions 
of  this  guidance  document  (see  pages  1-1  and  1- 
3),  this  estimate  has  not  been  adjusted  for  inflation. 


The  cost  to  submit  advance  notice  of 
arrival  data  through  eAPIS  would  be 
approximately  $1.3  million  (140,000 
arrivals  *  0.25  hours  *  $37.20  per  hour). 
Similarly,  costs  to  submit  advance 
notice  of  departure  data  would  be  $1.3 
million,  for  a  total  cost  for  pilots  to 
submit  the  required  data  elements  of 
$2.6  million  annually.  The  cost  for 
passengers  to  provide  the  data  to  the 
pilot  to  be  entered  into  eAPIS  would  be 
approximately  $570,000  (920,000 
arrivals  and  departures  *  0.017  hours  * 
$37.20  per  hour).  Total  costs  for  the 
eAPIS  submissions  would  be  $3.2 
million  annually. 

To  estimate  the  costs  of  arriving 
earlier  than  customary,  we  again  use  the 
value  of  time  of  $37.20  per  hour.  As 
noted  previously,  we  assume  that 
301,000  pilots  and  passengers  may 
choose  to  arrive  0.25  hours  earlier  than 
customary.  This  would  result  in  a  cost 
of  approximately  $2.8  million  for 
arrivals  and  $2.8  million  for  departures, 
a  total  of  $5.6  million  annually  (301,000 
individuals  *  0.25  hours  *  $37.20  per 
hour  *  2). 

Additionally,  CBP  estimates  the 
potential  costs  to  resolve  issues  with 
passengers  that  have  been  designated  as 
“No-Flyii  based  on  the  screening 
process.  Although  a  law  enforcement 
response  is  not  required  under  this  rule, 
CBP  estimates  the  costs  for  such  a 
response  to  avoid  underestimating  the 
costs  of  this  rule.  For  the  purposes  of 
this  analysis,  CBP  estimates  that  on  two 
occasions  annually,  a  private  aircraft 
flight  will  have  a  passenger  that  is 
designated  “No-Fly”  but  through  the 
resolution  process  is  downgraded  from 
“No-Fly”  and  the  entire  traveling  party 
continues  on  their  flight.  CBP  assumes 
that  four  individuals  (the  pilot  plus 
three  passengers)  would  be  affected  by 
a  one-hour  delay  to  resolve  the  “No- 
Fly”  designation.  CBP  also  assumes  the 
resolution  process  will  require  1  hour  of 
law  enforcement  time  at  a  TSA- 
estimated  cost  of  $62.43  per  hour.  The 
total  annual  costs  for  these  incidents 
would  be  approximately  $422  [(four 
individuals  *  $37.20  *  1  hour  +  1 
individual  *  $62.43  *  1  hour)  *  two 
incidents]. . 

CBP  also  estimates  the  potential  costs 
for  pilots  and  passengers  who  may  be 
denied  landing  rights  as  a  result  of  their 
eAPIS  manifest  submission.  For  the 
purposes  of  this  analysis,  CBP  estimates 
that  once  per  year,  a  private  aircraft 
flight  is  denied  landing  rights.  CBP 
again  assumes  that  four  individuals  (the 
pilot  plus  three  passengers)  will  be 
affected,  and  the  delay  will  be  eight 
hours  to  coordinate  a  law  enforcement 
response.  CBP  assumes  that  four  law 
enforcement  personnel  will  be  involved 


in  the  investigation.  The  total  annual 
costs  for  this  incident  would  be 
approximately  $3,188  [(four  individuals 

*  $37.20  *  8  hours  +  4  individuals  * 
$62.43  *  8  hours)  *  one  incident]. 

In  response  to  comments  received 
during  the  public  comment  period,  CBP 
also  addressed  costs  pilots  may  incur  to 
fly  to  another  airport  with  adequate 
facilities  to  access  eAPIS.  CBP  believes 
that  this  will  be  an  uncommon 
occurrence,  as  considerable  flexibility 
has  been  provided  in  this  final  rule  to 
allow  pilots  to  submit  APIS  data  while 
they  are  in  the  United  States  (or  other 
locations  where  facilities  are  available) 
or  to  have  a  third  party  submit 
information  through  eAPIS  on  the 
pilots’  behalf.  To  not  underestimate 
costs,  CBP  estimates  that  1  percent  of 
the  affected  pilots  will  have  to  travel  to 
another  location  with  Internet  access  to 
submit  tbeir  APIS  data.  Assuming  that 
140,000  private  aircraft  are  affected  by 
this  rule,  CBP  estimates  the  following 
costs. 

As  noted  previously,  the  time  cost  per 
hour  for  a  traveler  onboard  a  private 
aircraft  is  $37.20,  and  we  assume  4.29 
travelers  aboard  an  aircraft  (1  pilot  plus 
the  3.29  passengers).  Per  the  FAA 
critical  values  document,  total  operation 
costs  for  a  general  aviation  aircraft  are 
$1,090  per  hour.  The  sum  of  time  costs 
and  capital  costs  per  aircraft  each  hour 
are  therefore  $1,127.20.  CBP  assumes 
that  the  extra  travel  time  for  each 
affected  aircraft  is  4  hours,  and  the  total 
undiscounted  costs  to  fly  to  another 
airport  with  adequate  facilities  are 
approximately  $6,997,693  [($1,090 
operation  costs  *  1,400  flights  +  $37.20 

*  1,400  pilots  +  $37.20  *  4,606 
passengers)  *  4  hours]. 

The  total  annual  cost  of  the  rule  is 
expected  to  be  $22.1  million.  Over  10 
years,  this  would  total  a  present  value 
cost  of  $155.1  million  at  a  7  percent 
discount  rate  ($188.1  million  at  a  3 
percent  discount  rate). 

The  primary  impetus  of  this  rule  is 
the  security  benefit  afforded  by  a  more 
timely  submission  of  APIS  information. 
Ideally,  the  quantification  and 
monetization  of  the  beneficial  security 
effects  of  this  regulation  would  involve 
two  steps.  First,  we  would  estimate  the 
reduction  in  the  probability  of  a  terrorist 
attack  resulting  from  implementation  of 
the  regulation  and  the  consequences  of 
the  avoided  event  (collectively,  the  risk 
associated  with  a  potential  terrorist 
attack).  Then  we  would  identify 
individuals’  willingness  to  pay  for  this 
incremental  risk  reduction  and  multiply 
it  by  the  population  experiencing  the 
benefit.  Both  of  these  steps,  however, 
rely  on  key  data  that  are  not  available 
for  this  rule. 
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In  light  of  these  limitations,  we 
conduct  a  “hreakeven”  analysis  to 
determine  what  change  in  the  reduction 
of  risk  would  be  necessary  for  the  ' 
benefits  of  the  rule  to  exceed  the  costs. 
Because  the  types  of  attack  that  could  be 
prevented  vary  widely  in  their  intensity 
and  effects,  we  present  a  range  of 
potential  losses  that  are  driven  by 
casualty  estimates  and  asset  destruction. 
For  example,  the  average  private  aircraft 
is  3,384  pounds  and  carries  an  average 
of  a  little  over  four  people  (1  pilot  and 
3  passengers). Some  private  aircraft, 
however,  are  much  larger  and  carry 
many  more  people  and  thus  could  have 
potentially  higher  casualty  losses  and 
property  damages  in  the  event  of  an 
incident.  We  use  two  estimates  of  a 
Value  of  a  Statistical  Life  (VSL)  to 
represent  an  individual’s  willingness  to 
pay  to  avoid  a  fatality  onboard  an 
aircraft,  based  on  economic  studies  of 
the  value  individuals  place  on  small 
changes  in  risk:  $3  million  per  VSL  and 
$6  million  per  VSL. 

Additionally,  we  present  four  attack 
scenarios.  Scenario  1  explores  a 
situation  where  solely  individuals  are 
lost  (no  destruction  of  physical 
property).  In  this  scenario,  we  estimate 
the  losses  if  an  attack  resulted  in  4 
(average  number  of  people  on  a  private 
aircraft-one  pilot,  three  passengers)  to 
1,000  casualties  but  no  loss  of  physical 


capital.  We  acknowledge  that  this 
scenario  is  unlikely  because  an  attack 
that  would  result  ia  1,000  casualties 
would  almost  certainly  also  result  in 
loss  of  physical  assets;  however,  this 
scenario  provides  a  useful  high  end  for 
the  risk  reduction  probabilities  required 
for  the  rule  to  break  even. 

Scenario  2  explores  a  situation  where 
individuals  are  lost  and  a  lower-value 
aircraft  is  destroyed.  The  value  of  the 
aircraft  lost,  $94,661,  is  based  on  the 
value  firom  the  FAA  critical  values  study 
cited  previously.'!  This  value  is  for  an 
aircraft  built  prior  to  1982,  which  is  a 
substantial  proportion  (75  percent)  of 
the  general  aviation  fleet  of  aircraft. 

Scenario  3  explores  a  situation  where 
individuals  are  lost  and  a  higher-value 
aircraft  is  destroyed.  The  value  of  the 
aircraft  lost  is  $1,817,062  (aircraft  built 
in  1982  and  later). 

Scenario  4  explores  a  situation  where 
individuals  are  lost  and  substantial 
destruction  of  physical  capital  is 
incurred.  In  this  scenario  we  again 
estimate  individual  lives  lost  but  now 
consider  a  massive  loss  of  physical 
capital  (the  9/11  attack  is  an  example  of 
such  an  event). 

Casualties  are  again  estimated  as 
before  using  the  two  VSL  estimates.  To 
value  the  loss  of  capital  assets,  we  use 
a  report  from  the  Comptroller  of  the  City 
of  New  York  that  estimated  $21.8  billion 


in  physical  capital  destruction  as  a 
result  of  the  9/11  attacks  on  the  World 
Trade  Center.'^  This  report  also 
estimates  the  Vripple  effects’*  of  the 
attack — the  air  traffic  shutdown,  lost 
tourism  in  New  York  City,  and  long¬ 
term  economic  impacts;  however,  we  do 
not  compare  these  secondary  impacts  to 
the  direct  costs  of  the  rule  estimated 
previously  because  we  do  not  know  the 
extent  to  which  these  losses  are 
transfers  versus  real  economic  losses.  In 
this  analysis  we  compare  direct  costs  to 
direct  benefits  to  estimate  the  risk 
reduction  required  for  the  rule  to  break 
even. 

Again,  the  impacts  in  these  scenarios 
would  be  driven  largely  by  the  number 
of  people  aboard  the  aircraft  and  the 
size  of  the  aircraft. 

The  annual  risk  reductions  required 
for  the  rule  to  break  even  are  presented 
in  Table  2  for  the  four  attack  scenarios, 
the  two  estimates  of  VSL,  and  a  range 
of  casualties.  As  shown,  depending  on 
the  attack  scenario,  the  VSL,  and  the 
casualty  level,  risk  would  have  to  be 
reduced  less  than  1  percent  (Scenario  4, 
1,000  casualties  avoided)  to  184.1 
percent  (Scenario  1,  4  casualties 
avoided)  in  order  for  the  benefits  of  the 
rule  to  exceed  the  costs  to  break  even. 
However,  CBP  notes  that  risk  reductions 
of  over  100%  are  not  possible  to 
achieve. 


Table  2— Annual  Risk  Reduction  Required  (%)  for  Net  Costs  to  Equal  Benefits 

[Annualized  at  7  percent  over  1 0  years] 


Casualties  avoided 

1 - - 

Scenario  1: 
Loss  of  life 

Scenario  2: 
Loss  of  life 
and  aircraft 
(low  value) 

1 

Scenario  3:  1 

Loss  of  Life 
and  aircraft 

1  (high  value)  | 

[  i 

Scenario  4: 
Loss  of  life 
and  cata¬ 
strophic  logs 
of  property 

$3M  VSL: 

4 . 

184.1 

182.6 

159.9 

<1 

10 . 

73.6 

73.4 

69.4  i 

<1 

100 . 

7.4 

7.4 

7.3  j 

<1 

1,000  . ; . 

0.7 

0.7 

0.7 

<1 

$6M  VSL; 

4 . 

92.0 

91.7 

85.6 

<1 

10  . 

36.8 

36.8 

35.7  1 

<1 

100  . 

3.7 

3.7 

3.7  I 

<1 

1,000  . . 

0.4 

0.4 

0.4  1 

<1 

B.  Regulatory  Flexibility  Act 

CBP  has  prepared  this  section  to 
examine  the  impacts  of  the  rule  on 
small  entities  as  required  by  the 
Regulatory  Flexibility  Act  (RFA,  See  5 
U.S.C.  601-612).  A  small  entity  may  be 


a  small  business  (defined  as  any 
independently  owned  and  operated 
business  not  dominant  in  its  field  that 
qualifies  as  a  small  business  per  the 
Small  Business  Act);  a  small  not-for- 
profit  organization;  or  a  small 


governmental  jurisdiction  (locality  with 
fewer  than  50,000  people). 

When  considering  the  impacts  on 
small  entities  for  the  purpose  of 
complying  with  the  RFA,  CBP  consulted 
the  Small  Business  Administration’s 
guidance  document  for  conducting 


'“Federal  Aviation  Administration.  2005. 
Economic  Values  for  FAA  Investment  and 
Regulatory  Decisions.  A  Guide.  Prepared  by  GRA, 
Inc.  July  3.  2007.  Table  ES-1. 

"  Federal  Aviation  Administration.  2005. 
Economic  Values  for  FAA  Investment  and 


Regulatory  Decisions.  A  Guide.  Prepared  by  GRA, 
Inc.  July  3,  2007.  Table  ES-1.  This  estimate  has  not 
been  adjusted  for  inflation. 

'2  Federal  Aviation  Administration.  2005. 
Economic  Values  for  FAA  Investment  and 


A - 

Regulatory  Decisions.  A  Guide.  Prepared  by  GRA, 
Inc.  July  3,  2007.  Table  3-14. 

’^Thompson.  Jr.,  William  C.  Comptroller,  City  of 
New  York.  "One  Year  Later;  The  Fiscal  Impact  of 
9/11  on  New  York  City."  September  4.  2002. 
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regulatory  flexibility  analysis.  Per  this 
guidance,  a  regulatory  flexibility 
analysis  is  required  when  an  agency 
determines  that  the  rule  will  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities  that 
are  subject  to  the  requirements  of  the 
rule.  VVe  do  not  have  information  on  the 
number  of  pilots  and  passengers 
traveling  for  business  versus  leisure  or 
how  many  businesses,  regardless  of  size, 
would  be  affected  by  the  requirements. 
Those  private  individuals  who  are 
flying  for  leisure,  rather  than  business, 
would  not  be  considered  small  entities 
because  individuals  are  not  considered 
small  entities.  Some  of  the  affected 
pilots  and  passengers  are  flying  for 
business  purposes:  however,  w'e  do  not 
know  if  these  businesses  are  small 
entities  or  not.  This  rule  may  thus  affect 
a  substantial  number  of  small  entities. 

In  any  case,  the  cost  to  submit  data  to 
CBP  through  eAPIS  w'ould  be,  at  most, 
approximately  S50  per  submission 
(S9.30  for  the  APIS  submission:  S9.30  * 
3.3  passengers  +  S9.30  *  1  pilot  for 
potential  early  arrival).  CBP  believes 
such  an  expense  would  not  rise  to  the 
level  of  being  a  “significant  economic 
impact.”  As  we  did  not  receiv^e 
comments  that  demonstrate  that  the  rule 
results  in  significant  economic  impacts, 
we  are  certifying  that  this  action  does 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities. 

C.  Unfunded  Mandates  Reform  Act 

Title  II  of  the  Unfunded  Mandates 
Reform  Act  of  1995  (UMRA),  enacted  as 
Public  Law  104-4  on  March  22,  1995, 
requires  each  Federal  agency,  to  the 
extent  permitted  by  law’,  to  prepare  a 
wTitten  assessment  of  the  effects  of  any 
Federal  mandate  in  a  proposed  or  final 
agency  rule  that  may  result  in  the 
expenditure  by  State,  local,  and  tribal 
governments,  in  the  aggregate,  or  by  the 
private  sector,  of  SI 00  million  or  more 
(adjusted  annually  for  inflation)  in  any 
one  year.  Section  204(a)  of  the  UMRA, 

2  U.S.C.  1534(a),  requires  the  Federal 
agency  to  develop  an  effective  process 
to  permit  timely  input  by  elected 
officers  (or  their  designees)  of  State, 
local,  and  tribal  governments  on  a 
“significant  intergovernmental 
mandate.”  A  “significant 
intergovernmental  mandate”  under  the 
UMRA  is  any  provision  in  a  Federal 
agency  regulation  that  will  impose  an 
enforceable  duty  upon  state,  local,  and 
tribal  governments,  in  the  aggregate,  of 
Si 00  million  (adjusted  annually  for 
inflation)  in  any  one  year.  This  rule 
would  not  result  in  such  an 
expenditure. 


D.  Executive  Order  13132  (Federalism) 

Executive  Order  1:^32  requires  CBP 
to  develop  a  process  to  ensure 
“meaningful  and  timely  input  by  State 
and  local  officials  in  the  development  of 
regulatory  policies  that  have  federalism 
implications.”  Policies  that  have 
federalism  implications  are  defined  in 
the  Executive  Order  to  include  rules 
that  have  “substantial  direct  effects  on 
the  States,  on  the  relationship  between 
tbe  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  v'arious 
levels  of  government.”  CBP  has 
analyzed  the  rule  in  accordance  with 
the  principles  and  criteria  in  the 
Executive  Order  and  has  determined 
that  it  does  not  have  federalism 
implications  or  a  substantial  direct 
effect  on  the  States.  The  rule  requires 
private  aircraft  arriving  in  the  United 
States  from  a  foreign  location  or 
departing  the  United  States  to  a  foreign 
port  or  location  to  comply  with  notice 
of  arrival  requirements,  passenger 
manifest  requirements,  and  permission 
to  land  at  landing  rights  airports.  States 
do  not  conduct  activities  with  w'hich 
this  rule  w’ould  interfere.  For  these 
reasons,  this  rule  w'ould  not  have 
sufficient  federalism  implications  to 
w'arrant  the  preparation  of  a  federalism 
summary  impact  statement. 

E.  Executive  Order  12988  (Civil  Justice 
Reform) 

This  rule  meets  the  applicable 
standards  set  forth  in  sections  3(a)  and 
3(b)(2)  of  Executive  Order  12988.  That 
Executive  Order  requires  agencies  to 
conduct  reviews,  before  proposing 
legislation  or  promulgating  regulations, 
to  determine  the  impact  of  those 
proposals  on  civil  justice  and  potential 
issues  for  litigation.  The  Order  requires 
that  agencies  make  reasonable  efforts  to 
ensure  that  a  regulation  clearly 
identifies  preemptive  effects,  effects  on 
existing  Federal  law’s  and  regulations, 
any  retroactive  effects  of  the  proposal, 
and  other  matters.  CBP  has  determined 
that  this  regulation  meets  the 
requirements  of  Executive  Order  12988 
because  it  does  not  involve  retroactive 
effects,  preemptive  effects,  or  other 
matters  addressed  in  the  Order. 

F.  National  Environmental  Policy  Act 

CBP  has  evaluated  this  rule  for 
purposes  of  the  National  Environmental 
Policy  Act  of  1969  (NEPA:  42  U.S.C. 
4321  et  seq.).  CBP  has  determined  that 
an  environmental  statement  is  not 
required,  since  this  action  is  non- 
invasive  and  there  is  no  potential 
impact  of  any  kind.  Record  of  this 


determination  has  been  placed  in  the 
rulemaking  docket. 

Q.  Paperwork  Reduction  Act 

There  are  two  collections  of 
information  in  this  document  in  19  CFR 
122.22.  This  iriformation  will  be  used  by 
CBP  to  further  improve  the  ability  of 
CBP  to  identify  high-risk  individuals 
onboard  private  aircraft  so  as  to  prevent 
terrorist  acts  and  ensure  aircraft  and 
airport  safety  and  security.  The  likely 
respondents  are  individuals  and 
businesses.  Under  §  122.22  a  private 
aircraft  pilot  would  be  required  to  file 
an  advance  arrival  manifest  on  all 
individuals  via  an  electronic  data 
interchange  system  approved  by  CBP  no 
later  than  60  minutes  prior  to  the 
aircraft  departing  to  the  United  States 
from  a  foreign  port  or  location. . 
Additionally,  a  private  aircraft  pilot 
would  be  required  to  file  an  advance 
departure  manifest  on  all  individuals 
onboard  a  private  aircraft  through  an 
electronic  data  interchange  system 
approved  by  CBP  no  later  than  60 
minutes  prior  to  that  aircraft  departing 
from  the  United  States  to  a  foreign  port 
or  location.  eAPIS  is  one  CBP-approved 
electronic  data  interchange  systems  that 
private  aircraft  pilots  will  use  to 
transmit  information  about  all  of  the 
individuals  aboard  an  aircraft. 

The  collection  of  information 
encompassed  within  this  rule  has  been 
reviewed  and  approved  by  the  Office  of 
Budget  and  Management  in  accordance 
with  the  Paperw'ork  Reduction  Act  of 
1995  (44  U.S.C.  3507)  under  OMB 
control  number  1651-0088.  An  agency 
may  not  conduct, ,and  a  person  is  not 
required  to  respond  to,  a  collection  of 
information  unless  the  collection  of 
information  displays  a  valid  control 
number  assigned  by  OMB.  The  total 
estimated  average  annual  burden 
associated  w  ith  the  collection  of 
information  in  this  final  rule  is  77,820 
hours,  with  an  estimated  submission 
occurring  twice  annually  taking  .25 
hours  each  for  pilot  respondents,  and  1 
minute  annually  for  passenger 
respondents.  Comments  concerning  the 
accuracy  of  this  burden  estimate  and 
suggestions  for  reducing  this  burden 
should  be  directed  to  the  Office  of 
Management  and  Budget,  Attention: 
Desk  Officer  for  the  Department  of 
Homeland  Security,  Office  of 
Information  and  Regulatory  Affairs, 
Washington,  DC  20503.  A  copy  should 
also  be  sent  to  the  Border  Security 
Regulations  Branch,  U.S.  Customs  and 
Border  Protection,  799  9th  Street,  NW., 
5th  Floor,  Washington,  DC  20001-4501. 
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H.  Privacy  Statement 

A  Privacy  Impact  Assessment  (PIA) 
for  APIS  was  updated  on  August  8,  2007 
and  posted  on  the  DHS  Web  site.  In 
conjunction  with  the  APIS  Pre¬ 
departure  Final  Rule  published  in  the 
Federal  Register  on  August  23,  2007  (72 
FR  48320),  a  System  of  Records  Notice 
(SORN)  was  published  in  the  Federal 
Register  on  that  same  date  (72  FR 
48349).  On  September  11,  2007,  GBP 
and  the  DHS  Privacy  Office  published 
and  posted  to  the  DHS  Web  site  a  PIA 
Update  for  APIS  to  address  the  General 
Aviation  NPRM,  which  can  be  found  at 
the  following  Web  link:  http://dhs.gov/ 
xinfoshare/ publications/ 
editorialj0511.shtm.  This  document 
addressed  GBP’s  expansion  of  its 
collection  of  information  in  APIS  to 
include  persons  traveling  by  private 
aircraft.  The  PIA  Update  for  APIS,  also, 
sought  comments,  in  conjunction  with 
the  General  Aviation  NPRM,  with  regard 
to  GBP’s  and  DHS’s  contemplation  of 
imposing  certain  responsibilities  upon 
the  private  pilot.  In  consideration  of  Ihe 
several  comments  directed  to  this 
inquiry,  GBP  and  DHS  have  determined 
that  no  official  law  enforcement 
functions  of  the  Government  will  be 
delegated  to  the  private  pilot  in 
connection  with  her  or  his  obligation  to 
submit  flight  manifest  information  to 
GBP. 

Lastly,  GBP  and  the  DHS  Privacy 
Office  are  amending  the  current  SORN 
for  APIS  to  provide  further  privacy 
compliance  for  APIS  and  the  expansion 
of  its  collection  of  data  elements 
pertaining  to  the  pilot,  owner,  and/or 
operator  of  a  private  aircraft.  In 
conjunction  with  the  issuance  of  the 
amended  SORN,  GBP  and  the  DHS 
Privacy  Office  will  publish  an  update  to 
the  PIA  for  APIS. 

VII.  Signing  Authority 

This  amendment  to  the  regulations  is 
being  issued  in  accordance  with  19  GFR 
0.2(a)  pertaining  to  the  authority  of  the 
Secretary  of  Homeland  Security  (or  his/ 
her  delegate)  to  prescribe  regulations 
not  related  to  customs  revenue 
functions. 

List  of  Subjects 

8  CFR  Part  231 

Air  carriers.  Aliens,  Maritime  carriers. 
Reporting  and  recordkeeping 
requirements. 

19  CFR  Part  122 

Air  carriers.  Aircraft,  Airports,  Air 
transportation,  Gommercial  aircraft, 
Gustoms  duties  and  inspection,  Entry 
procedure.  Reporting  and  recordkeeping 
requirements.  Security  measures. 


VII.  Amendments  to  the  Regulations 

8  CFR  CHAPTER  I— AMENDMENTS  TO  THE 
REGULATIONS 

■  For  the  reasons  set  out  in  the 
preamble,  chapter  1  of  title  8  of  the 
Gode  of  Federal  Regulations  is  amended 
to  read  as  follows: 

PART  231— ARRIVAL  AND 
DEPARTURE  MANIFESTS 

■  1.  The  authority  citation  for  part  231 
continues  to  read  as  follows: 

Authority:  8  U.S.C.  1101,  1103,  1182,  1221, 
1228, 1229;  8  CFR  part  2. 

■  2.  Section  231.3  is  revised  to  read  as 
follows: 

§  231 .3  Exemptions  for  private  vessels  and 
aircraft. 

The  provision  of  this  part  relating  to 
the  presentation  of  arrival  and  departure 
manifests  shall  not  apply  to  a  private 
vessel  or  private  aircraft.  Private  aircraft 
as  defined  in  19  GFR  122.1(h)  are 
subject  to  the  arrival  and  departure 
manifest  presentation  requirements  set 
forth  in  19  GFR  122.22. 

■  For  the  reasons  set  out  in  the 
preamble,  chapter  I  of  title  19  of  the 
Gode  of  Federal  Regulations  is  amended 
as  follows: 

19  CFR  CHAPTER  I— AMENDMENTS  TO 
THE  REGULATIONS 

PART  122— AIR  COMMERCE 
REGULATIONS 

■  1.  The  general  authority  citation  for 
part  122  continues  to  read  and  the 
specific  authority  citation  for  122.22  is 
added  to  read  as  follows: 

Authority:  5  U.S.C.  301;  19  U.S.C.  58b,  66, 
1431, 1433, 1436,  1448, 1459,  1590, 1594, 
1623, 1624, 1644,  1644a,  2071  note. 

Section  122.22  is  also  issued  under  46 
U.S.C.  60105. 

A  *  *  *  * 

■  2.  Section  122.0  is  revised  to  read  as 
follows: 

§122.0  Scope. 

(a)  Applicability.  The  regulations  in 
this  part  relate  to  the  entry  and 
clearance  of  aircraft  and  the 
transportation  of  persons  and  cargo  by 
aircraft,  and  are  applicable  to  all  air 
c’ommerce. 

(b)  Authority  of  Other  Agencies. 
Nothing  in  this  part  is  intended  to 
divest  or  diminish  authority  and 
operational  control  that  are  vested  in  the 
FAA  or  any  other  agency,  peu-ticularly 
with  respect  to  airspace  and  aircraft 
safety. 

■  3.  Section  122.12(c)  is  revised  to  read 
as  follows: 


§  1 22.1 2  Operation  of  international 
airports. 

***** 

(c)  FAA  rules;  denial  of  permission  to 
land. 

(1)  Federal  Aviation  Administration. 
International  airports  must  follow  and 
enforce  any  requirements  for  airport 
operations,  including  airport  rules  that 
are  set  out  by  the  Federal  Aviation 
Administration  in  14  CFR  part  91. 

(2)  Customs  and  Border  Protection. 
GBP,  based  on  security  or  other  risk 
assessments,  may  limit  the  locations 
where  aircraft  entering  the  United  States 
from  a  foreign  port  or  place  may  land. 
Consistent  with  §  122.32(a)  of  this  Title, 
GBP  has  the  authority  to  deny  aircraft 
permission  to  land  in  the  United  States, 
based  upon  security  or  other  risk 
assessments. 

(3)  Commercial  aircraft.  Permission  to 
land  at  an  international  airport  may  be 
denied  to  a  commercial  aircraft  if 
advance  electronic  information  for 
incoming/oreign  cargo  aboard  the 
aircraft  has  not  been  received  as 
provided  in  §  122.48a  except  in  the  case 
of  emergency  or  forced  landings. 

(4)  Private  Aircraft.  Permission  to 
land  at  an  international  airport  will  be 
denied  if  the  pilot  of  a  private  aircraft 
arriving  firom  a  foreign  port  or  place  fails 
to  submit  an  electronic  manifest  and 
notice  of  arrival  pursuant  to  §  122.22, 
except  in  the  case  of  emergency  or 
forced  landings. 

***** 

■  4.  Section  122.14  paragraphs  (a)  and 
(b)  are  revised  to  read  as  follows: 

§  1 22.1 4  Landing  rights  airports. 

(a)  Permission  to  land.  Permission  to 
land  at  a  landing  rights  airport  may  be 
given  as  follows: 

(1)  Scheduled  flight.  The  scheduled 
aircraft  of  a  scheduled  airline  may  be 
allowed  to  land  at  a  landing  rights 
airport.  Permission  is  given  by  the 
director  of  the  port,  or  his 
representative,  at  the  port  nearest  to 
which  first  landing  is  made. 

(i)  Additional  flights,  charters  or 
changes  in  schedule — Scheduled 
aircraft.  If  a  new  carrier  plans  to  set  up 
a  new  flight  schedule,  or  an  established 
carrier  makes  changes  in  its  approved 
schedule,  landing  rights  may  be  granted 
by  the  port  director. 

(ii)  Additional  or  charter  flight.  If  a 
carrier  or  charter  operator  wants  to 
begin  operating  or  to  add  flights, 
application  must  be  made  to  the  port 
director  for  landing  rights.  All  requests 
must  be  made  not  less  than  48  hours 
before  the  intended  time  of  arrival, 
except  in  emergencies.  If  the  request  is 
oral,  it  must  be  put  in  writing  before  or 
at  the  time  of  arrival. 
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(2)  Private  aircraft.  The  pilots  of 
private  aircraft  are  required  to  secure 
permission  to  land  from  CBP  following 
transmission  of  the  advance  notice  of 
arrival  via  an  electronic  data 
interchange  system  approved  by  CBP, 
pursuant  to  §  122.22.  Prior  to  departure 
as  defined  in  §  122.22(a),  from  a  foreign 
port  or  place,  the  pilot  of  a  private 
aircraft  must  receive  a  message  from 
CBP  that  landing  rights  have  been 
granted  for  that  aircraft  at  a  particular 
airport. 

(3)  Other  aircraft.  Following  advance 
notice  of  arrival  pursuant  to  §  122.31.  all 
other  aircraft  may  be  allowed  to  land  at 
a  landing  rights  airport  by  the  director 
of  the  port  of  entry  or  station  nearest  the 
first  place  of  landing. 

(4)  Denial  or  withdrawal  of  landing 
rights.  Permission  to  land  at  a  landing 
rights  airport  may  be  denied  or 
permanently  or  temporarily  withdrawn 
for  any  of  the  following  reasons: 

(i)  Appropriate  and/or  sufficient 
Federal  Government  personnel  are  not 
available: 

(ii)  Proper  inspectional  facilities  or 
equipment  are  not  available  at,  or 
maintained  by,  the  requested  ^airport; 

(iii)  The  entity  requesting  the  landing 
rights  has  a  history  of  failing  to  abide  by 
appropriate  instructions  given  by  a  CBP 
officer: 

(iv)  Reasonable  grounds  exist  to 
believe  that  applicable  Federal  rules  and 
regulations  pertaining  to  safety, 
including  cargo  safety  and  security, 

CBP,  or  other  inspectional  activities 
may  not  be  adhered  to;  or 

(v)  CBP  has  deemed  it  necessary  to 
deny  landing  rights  to  an  aircraft. 

(5)  Appeal  of  denial  or  withdrawal  of 
landing  rights  for  commercial  scheduled 
aircraft  as  defined  in  section  12 2. lid). 

In  the  event  landing  rights  are  denied  or 
subsequently  permanently  withdrawn 
by  CBP,  within  30  days  of  such 
decision,  the  affected  party  may  file  a 
written  appeal  with  the  Assistant 
Commissioner,  Office  of  Field 
Operations,  Headquarters. 

(6)  Emergency  or  forced  landing. 
Permission  to  land  is  not  required  for  an 
emergency  or  forced  landing  (covered 
under  §  122.35). 

(b)  Payment  of  expenses.  In  the  case 
of  an  arrival  at  a  location  outside  the 
limits  of  a  port  of  entry,  the  owner, 
operator  or  person  in  charge  of  the 
aircraft  must  pay  any  added  charges  for 
inspecting  the  aircraft,  passengers, 
employees  and  merchandise  when 
landing  rights  are  given  (see  §§  24.17 
and  24.22(e)  of  this  chapter). 

•k  -k  -k  -k  ic 

m  5.  Section  122.22  is  revised  to  read  as 
follows: 


§  1 22.22  Electronic  manifest  requirement 
for  all  individuals  onboard  private  aircraft 
arriving  in  and  departing  from  the  United 
States;  notice  of  arrival  and  departure 
information. 

(a)  Definitions.  For  purposes  of  this 
section: 

Departure.  “Departure”  means  the 
point  at  which  the  aircraft  is  airborne 
and  the  aircraft  is  en  route  directly  to  its 
destination. 

Departure  Information.  “Departure 
Information”  refers  to  the  data  elements 
that  are  required  to  be  electronically 
submitted  to  CBP  pursuant  to  paragraph 
(c)(4)  of  this  section. 

Pilot.  “Pilot”  means  the  individual(s) 
responsible  for  operation  of  an  aircraft 
while  in  flight. 

Travel  Document.  “Travel  Document” 
means  U.S.  Department  of  Homeland 
Security  approved  travel  documents. 

United  States.  “United  States”  means 
the  continental  United  States,  Alaska, 
Hawaii,  Puerto  Rico,  the  Virgin  Islands 
of  the  United  States,  Guam  and  the 
Commonwealth  of  the  Northern  Mariana 
Islands. 

(b)  Electronic  manifest  requirement 
for  all  individuals  onboard  private 
aircraft  arriving  in  the  U.S.;  notice  of 
arrival. 

(1)  General  requirement.  The  private 
aircraft  pilot  is  responsible  for  ensuring 
the  notice  of  arrival  and  manifest 
information  regarding  each  individual 
onboard  the  aircraft  are  transmitted  to 
CBP.  The  pilot  is  responsible  for  the 
submission,  accuracy,  correctness, 
timeliness,  and  completeness  of  the 
submitted  information,  but  may 
authorize  another  party  to  submit  the 
information  on  their  behalf.  Except  as 
provided  in  paragraph  (b)(7)  of  this 
section,  all  data  must  be  transmitted  to 
CBP  by  means  of  an  electronic  data 
interchange  system  approved  by  CBP 
and  must  set  forth  the  information 
specified  in  this  section.  All  data 
pertaining  to  the  notice  of  arrival  for  the 
aircraft  and  the  manifest  data  regarding 
each  individual  onboard  the  aircraft 
must  be  transmitted  at  the  same  time  via 
an  electronic  data  interchange  system 
approved  by  CBP. 

(2)  Time  for  submission.  The  private 
aircraft  pilot  is  responsible  for  ensuring 
that  the  information  specified  in 
paragraphs  (b)(3)  and  (b)(4)  of  this 
section  is  transmitted  to  CBP: 

(i)  For  flights  originally  destined  for^ 
the  United  States,  any  time  prior  to 
departure  of  the  aircraft,  but  no  later 
than  60  minutes  prior  to  departure  of 
the  aircraft  from  the  foreign  port  or 
place;  or 

(ii)  For  flights  not  originally  destined 
to  the  United  States,  but  diverted  to  a 
U.S.  port  due  to  an  emergency,  no  later 


•than  30  minutes  prior  to  arrival;  in  cases 
of  non-compliance,  CBP  will  take  into 
consideration  that  the  carrier  was  not 
equipped  to  make  the  transmission  and 
the  circumstances  of  the  emergency 
situation. 

(3)  Manifest  data  required.  For  private 
aircraft  arriving  in  the  United  States  the 
following  identifying  information  for 
each  individual  onboard  the  aircraft 
must  be  submitted: 

(i)  Full  name  (last,  first,  and,  if 
available,  middle): 

(ii)  Date  of  birth; 

(iii)  Gender  (F=female;  M=male); 

(iv)  Citizenship; 

(v)  Country  of  residence; 

(vi)  Status  on  board  the  aircraft; 

(vii)  DHS-Approved  travel  document 
type  (e.g.  passport;  alien  registration 
card,  etc.); 

(viii)  DHS-Approved  travel  document 
number,  if  a  DHS-approved  travel 
document  is  required; 

(ix)  DHS-Approved  travel  document 
country  of  issuance:  if  a  DHS-approved 
travel  document  is  required: 

(x)  DHS-Approved  travel  document 
expiration  date,  where  applicable; 

(xi)  Alien  registration  number,  where 
applicable; 

(xii)  Address  while  in  the  United 
States  (number  and  street,  city,  state, 
and  zip  code).  This  information  is 
required  for  all  travelers  including  crew 
onboard  the  aircraft. 

(4)  Notice  of  arrival.  The  advance 
notice  of  arrival  must  include  the  • 
following  information  about  the  aircraft 
and  where  applicable,  the  pilot: 

(i)  Aircraft  tail  number; 

(ii)  Type  of  Aircraft: 

(iii)  Call  sign  (if  available); 

(iv)  CBP  issued  decal  number  (if 
available): 

(v)  Place  of  last  departure  (ICAO 
airport  code,  when  available); 

(vi)  Date  of  aircraft  arrival; 

(vii)  Estimated  time  of  arrival; 

(viii)  Estimated  time  and  location  of 

crossing  U.S.  border/coastline; 

(ix)  Name  of  intended  U.S.  airport  of 
first  landing  (as  listed  in  §  122.24  if 
applicable,  unless  an  exemption  has 
been  granted  under  §  122.25,  or  the 
aircraft  was  inspected  by  CBP  Officers 
in  the  U.S.  Virgin  Islands); 

(x)  Owner/Lessees  name  (if 
individual:  Last,  first,  and,  if  available, 
middle;  or  business  entity  name,  if 
applicable): 

(xi)  Owner/Lessees  address  (number 
and  street,  city,  state,  zip/postal  code, 
country,  telephone  number,  fax  number, 
and  email  address): 

(xii)  Pilot/Private  aircraft  pilot  name 
(last,  first,  middle,  if  available): 

(xiii)  Pilot  license  number; 

(xiv)  Pilot  street  address  (number  and 
street,  city,  state,  zip/postal  code. 
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country,  telephone  number,  fax  number, 
and.email  address); 

(xv)  Country  of  issuance  of  pilot’s 
license: 

(xvi)  Operator  name  (for  individuals: 
last,  first,  and  if  available,  middle;  or 
business  entity  name,  if  applicable); 

(xvii)  Operator  street  address  (number 
and  street,  city,  state,  zip  code,  country, 
telephone  number,  fax  number,  and  e- 
mail  address); 

(xviti)  Aircraft  color(s); 

(xix)  Complete  Itinerary  (foreign 
airports  landed  at  within  past  24  hours 
prior  to  landing  in  United  States);  and 

(xx)  24-hour  Emergency  point  of 
contact  (e.g.,  broker,  dispatcher,  repair 
shop,  or  other  third  party  contact  or 
individual  who  is  knowledgeable  about 
this  particular  flight)  name  (first,  last, 
middle,  if  available)  and  phone  number. 

(5)  Reliable  facilities.  When  reliable 
means  for  giving  notice  are  not  available 
(for  example,  when  departure  is  from  a 
remote  place)  a  landing  must  be  made 
at  a  foreign  place  where  notice  can  be 
sent  prior  to  coming  into  the  United 
States. 

(6)  Permission  to  land.  Prior  to 
departure  firom  the  foreign  port  or  place, 
the  pilot  of  a  private  aircraft  must 
receive  a  message  firom  DHS  approving 
landing  within  the  United  States,  and 
follow  any  instructions  contained 
therein  prior  to  departure.  Once  DHS 
has  approved  departure,  and  the  pilot 
has  executed  all  instructions  issued  by 
DHS,  the  aircraft  is  free  to  depart  with 
the  intent  of  landing  at  the  designated 
U.S.  port  of  entry. 

(7)  Changes  to  manifest.  The  private 
aircraft  pilot  is  obligated  to  make 
necessary  changes  to  the  eurival 
manifest  after  transmission  of  the 
manifest  to  CBP.  If  changes  to  an 
already  transmitted  manifest  are 
necessary,  an  updated  and  amended 
manifest  must  be  resubmitted  to  CBP. 
Only  amendments  regarding  flight 
cancellation,  expected  time  of  arrival 
(ETA)  or  changes"  in  arrival  location,  to 
an  already  transmitted  manifest  may  be 
submitted  telephonically,  by  radio,  or 
through  existing  processes  and 
procedures.  On  a  limited  case-by-case 
basis,  CBP  may  permit  a  pilot  to  submit 
or  update  notice  of  arrival  and  arrival/ 
departure  manifest  information 
telephonically  when  unforeseen 
circumstances  preclude  submission  of 
the  information  via  eAPIS.  Under  such 
circumstances,  CBP  will  manually  enter 
the  notice  of  arrival  and  arrival/ 
departure  manifest  information 
provided  by  the  pilot  and  the  pilot  is 
required  to  wait  for  CBP  screening  and 
approval  to  depart.  Changes  in  ETA  and 
arrival  location  must  be  coordinated 
with  CBP  at  the  new  arrival  location  to 


ensure  that  resources  are  available  to 
inspect  the  arriving  aircraft.  If  a 
subsequent  manifest  is  submitted  less 
than  60  minutes  prior  to  departure  to 
the  United  States,  the  private  aircraft 
pilot  must  receive  approval  from  CBP 
for  the  amended  manifest  containing 
added  passenger  information  and/or 
changes  to  information  that  were 
submitted  regarding  the  aircraft  and  all 
individuals  onboard  the  aircraft,  before 
the  aircraft  is  allowed  to  depart  the 
foreign  location,  or  the  aircraft  may  be, 
as  appropriate,  diverted  fi'om  arriving  in 
the  United  States,  or  denied  permission 
to  land  in  the  United  States.  If  a 
subsequent,  amended  manifest  is 
submitted  by  the  pilot,  any  approval  to 
depart  the  foreign  port  or  location 
previously  granted  by  CBP  as  a  result  of 
the  original  manifest’s  submission  is 
invalid. 

(8)  Pilot  responsibility  for  comparing 
information  collected  with  travel 
document.  The  pilot  collecting  the 
information  described  in  paragraphs 
(b)(3)  and  (b)(4)  of  this  section  is 
responsible  for  comparing  the  travel 
document  presented  by  each  individual 
to  be  transported  onboard  the  aircraft 
with  the  travel  document  information 
he  or  she  is  tremsmitting  to  CBP  in 
accordance  with  this  section  in  order  to 
ensure  that  the  information  is  correct, 
the  document  appears  to  be  valid  for 
travel  purposes,  and  the  individual  is 
the  person  to  whom  the  travel  document 
was  issued. 

(c)  Electronic  manifest  requirement 
for  all  individuals  onboard  private 
aircraft  departing  from  the  United 
States;  departure  information. 

(1)  General  requirement.  The  private 
aircraft  pilot  is  responsible  for  ensuring 
that  information  regarding  private 
aircraft  departing  the  United  States,  and 
manifest  data  for  ail  individuals 
onboard  the  aircraft  is  timely 
transmitted  to  CBP.  The  pilot  is 
responsible  for  the  accuracy, 
correctness,  timeliness,  and 
completeness  of  the  submitted 
information,  but  may  authorize  another 
party  to  submit  the  information  on  their 
behalf.  Data  must  be  transmitted  to  CBP 
by  means  of  an  electronic  data 
interchange  system  approved  by  CBP, 
and  must  set  forth  the  information 
specified  in  paragraph  (c)(3)  and  (c)(4) 
of  this  section.  All  data  pertaining  to  the 
aircraft,  and  all  individuals  onboard  the 
aircraft  must  be  transmitted  at  the  same 
time.  On  a  limited  case-by-case  basis, 
CBP  may  permit  a  pilot  to  submit  or 
update  notice  of  arrival  and  arrival/ 
departure  manifest  information 
telephonically  to  CBP  when  unforeseen 
circumstances  preclude  submission  of 
the  information  via  eAPIS.  Under  such 


circumstances,  CBP  will  manually  enter 
the  notice  of  arrival  and  arrival/ 
departure  manifest  information 
provided  by  the  pilot  and  the  pilot  is 
required  to  wait  for  CBP  screening  and 
approval  to  depart. 

(2)  Time  for  submission.  The  private 
aircraft  pilot  must  transmit  the 
electronic  data  required  under 
paragraphs  (c)(3)  and  (c)(4)  of  this 
section  to  CBP  any  time  prior  to 
departing  the  United  States,  but  no  later 
than  60  minutes  prior  to  departing  the 
United  States. 

(3)  Manifest  data  required.  For  private 
aircraft  departing  the  United  States  the 
following  identifying  information  for 
each  individual  onboard  the  aircraft 
must  be  submitted: 

(i) ,Full  name  (last,  first,  and,  if 
available,  middle); 

(ii)  Date  of  birth; 

(iii)  Gender  (F=female;  M=male): 

(iv)  Citizenship; 

(v)  Country  of  residence; 

(vi)  Status  on  board  the  aircraft; 

(vii)  DHS-Approved  travel  document 
type  (e.g.  passport:  alien  registration 
card,  etc.): 

(viii)  DHS-Approved  travel  document 
number; 

(ix)  DHS-Approved  travel  document 
country  of  issuance,  if  a  DHS-Approved 
travel  document  is  required: 

(x)  DHS-approved  travel  document 
expiration  date,  where  applicable; 

(xi)  Alien  registration  number,  where 
applicable; 

(xii)  Address  while  in  the  United 
States  (number  and  street,  city,  state, 
and  zip/postal  code).  This  information 
is  required  for  all  travelers  including 
crew  onboard  the  aircraft. 

(4)  Notice  of  Departure  information. 
For  private  aircraft  and  pilots  departing 
the  United  States,  the  following 
departure  information  must  be 
submitted  by  the  pilot: 

(i)  Aircraft  tail  number; 

(ii)  Type  of  Aircraft; 

(iii)  Call  sign  (if  available); 

(iv)  CBP  issued  decal  number  (if 
available); 

(v)  Place  of  last  departure  (ICAO 
airport  code,  when  available); 

(vi)  Date  of  aircraft  departure; 

(vii)  Estimated  time  of  departure; 

(viii)  Estimated  time  and  location  of 

crossing  U.S.  border/coastline; 

(ix)  Name  of  intended  foreign  airport 
of  first  landing  (ICAO  airport  code, 
when  available); 

(x)  Owner/Lessees  name  (if 
individual:  last,  first,  and,  if  available, 
middle;  or  business  entity  name  if 
applicable);'^ 

(xi)  Owner/Ldssees  street  address 
(number  and  street,  city,  state,  zip/ 
postal  code,  country,  telephone  number, 
fax  number,  and  email  address); 
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(xii)  Pilot/Private  aircraft  pilot  name 
(last,  first  and,  if  available,  middle); 

(xiii)  Pilot  license  number; 

(xiv)  Pilot  street  address  (number  and 
street,  city,  state,  zip/postal  code, 
country,  telephone  number,  fax  number, 
and  email  address); 

(xv)  Country  of  issuance  of  pilot’s 
license; 

(xvi)  Operator  name  (if  individual: 
last,  first,  and  if  available,  middle;  or 
business  entity  name,  if  applicable); 

(xvii)  Operator  street  address  (number 
and  street,  city,  state,  zip/postal  code, 
country,  telephone  number,  fax  number, 
and  email  address); 

(xviii)  24-hour  Emergency  point  of 
contact  (e.g.,  broker,  dispatcher,  repair 
shop,  or  other  third  party  contact,  or 
individual  who  is  knowledgeable  about 
this  particular  flight)  name  (last,  first, 
middle,  if  available)  and  phone  number; 

(xix)  Aircraft  color(s);  and 

(xx)  Complete  itinerary  (intended 
foreign  airport  destinations  for  24  hours 
following  departure). 

(5)  Permission  to  depart.  Prior  to 
departure  for  a  foreign  port  or  place,  the 
pilot  of  a  private  aircraft  must  receive  a 
message  from  DHS  approving  depculure 
from  the  United  States  and  follow  any 
instructions  contained  therein.  Once 
DHS  has  approved  departure,  emd  the 
pilot  has  executed  all  instructions 
issued  by  DHS,  the  aircraft  is  free  to 
depart. 

(6)  Changes  to  manifest.  If  any  of  the 
data  elements  change  after  the  manifest 
is  transmitted,  the  private  aircraft  pilot 
must  update  the  manifest  and  resubmit 
the  amended  manifest  to  CBP.  Only 
amendments  regarding  flight 
cancellation,  expected  time  of  departure 
or  changes  in  departure  location,  to  an 
already  transmitted  manifest  may  be 
submitted  telephonically,  by  radio,  or 
through  existing  processes  and 
procedures.  If  an  amended  manifest  is 
submitted  less  than  60  minutes  prior  to 
departure,  the  private  aircraft  pilot  must 
receive  approval  from  CBP  for  the 
amended  manifest  containing  added 
passenger  information  and/or  changes  to 
information  that  were  submitted 
regarding  the  aircraft  before  the  aircraft 
is  allowed  to  depart  the  U.S.  location,  or 
the  aircraft  may  be  denied  clearance  to 
depart  from  the  United  States.  If  a 
subsequent  amended  manifest  is 
submitted  by  the  pilot,  any  clearance 
previously  granted  by  CBP  as  a  result  of 
the  original  manifest’s  submission  is 
invalid. 

(7)  Pilot  responsibility  for  comparing 
information  collected  with  travel 
document.  The  pilot  collecting  the 
information  described  in  paragraphs 
(c)(3)  and  (c)(-4)  of  this  section  is 
responsible  for  comparing  the  travel 


document  presented  by  each  individual 
to  be  transported  onboard  the  aircraft 
with  the  travel  document  information 
he  or  she  is  transmitting  to  CBP  in 
accordance  with  this  section  in  order  to 
ensure  that  the  information  is  correct, 
the  document  appears  to  be  valid  for 
travel  purposes,  and  the  individual  is 
the  person  to  whom  the  travel  document 
was  issued. 

■  6.  Section  122.23  is  amended  by 
revising  the  heading,  the  introductory 
text  to  paragraph  (a)(1)  and  paragraph 
(b)  to  read  as  follows: 

§  1 22.23  Certain  aircraft  arriving  from 
areas  south  of  the  U.S. 

(a)  Application.  (1)  This  section  sets 
forth  particular  requirements  for  certain 
aircraft  arriving  from  south  of  the 
United  States.  This  section  is  applicable 
to  all  aircraft  except: 

it  ir  it  it  it 

(b)  Notice  of  arrival.  All  aircraft  to 
which  this  section  applies  arriving  in 
the  Continental  United  States  via  the 
U.S. /Mexican  border  or  the  Pacific  Coast 
from  a  foreign  place  in  the  Western 
Hemisphere  south  of  33  degrees  north 
latitude,  or  from  the  Gulf  of  Mexico  and 
Atlantic  Coasts  from  a  place  in  the 
Western  Hemisphere  south  of  30 
degrees  north  latitude,  from  any  place  in 
Mexico,  from  the  U.S.  Virgin  Islands,  or 
[notwithstanding  the  definition  of 
“United  States”  in  §  122.1(1)]  from 
Puerto  Rico,  must  furnish  a  notice  of 
intended  arrival.  Private  aircraft  must 
transmit  an  advance  notice  of  arrival  as 
set  forth  in  §  122.22  of  this  part.  Other 
than  private  aircraft,  all  aircraft  to 
which  this  section  applies  must 
communicate  to  CBP  notice  of  arrival  at 
least  one  hour  before  crossing  the  U.S. 
coastline.  Such  notice  must  be 
communicated  to  CBP  by  telephone, 
radio,  other  method  or  the  Federal 
Aviation  Administration  in  accordance 
with  paragraph  (c)  of  this  section. 
***** 

■  7.  Section  122.24  is  amended  by 
revising  the  heading,  paragraph  (a),  the 
heading  for  paragraph  (b)  and  by 
removing  all  of  the  text  of  paragraph  (b) 
except  for  the  table  to  read  as  follows: 

§  1 22.24  Landing  requirements  for  certain 
aircraft  arriving  from  areas  south  of  U.S. 

(a)  In  general.  Certain  aircraft  arriving 
from  areas  south  of  the  United  States 
that  are  subject  to  §  122.23  eure  required 
to  furnish  a  notice  of  intended  arrival  in 
compliance  with  §  122.23.  Subject 
aircraft  must  land  for  CBP  processing  at 
the  nearest  designated  airport  to  the 
border  or  coastline  crossing  point  as 
listed  under  paragraph  (b)  unless 
exempted  from  this  requirement  in 


accordance  with  §  122.25.  In  addition  to 
the  requirements  of  this  section,  pilqts 
of  aircraft  to  which  §  122.23  is 
applicable  must  comply  with  all  other 
landing  and  notice  of  arrival 
requirements.  This  requirement  shall 
not  apply  to  those  aircraft  which  have 
not  landed  in  foreign  territory  or  are 
arriving  directly  from  Puerto  Rico,  if  the 
aircraft  was  inspected  by  CBP  officers  in 
the  U.S.  Virgin  Islands,  or  otherwise 
precleared  by  CBP  officers  at  designated 
preclearance  locations. 

(b)  List  of  designated  airports. 
***** 

■  8.  In  §  122.25,  paragraphs  (d)(1) 
introductory  text  and  (d)(4)  introductory 
text  by  removing  the  term  “private 
aircraft”  wherever  it  appears,  and  by 
adding  the  term  “an  aircraft  subject  to 

§  122.23”  in  its  place. 

■  9.  Section  122.26  is  revised  to  read  as 
follows: 

§  1 22.26  Entry  and  clearance. 

Private  aircraft,  as  defined  in 
§  122.1(h),  arriving  in  the  United  States 
as  defined  in  §  122.22,  are  not  required 
to  formally  enter.  No  later  than  60 
minutes  prior  to  departure  from  the 
United  States  as  defined  in  §  122.22,  to 
a  foreign  location,  manifest  data  for  each 
individual  onboard  a  private  aircraft 
and  departure  information  must  be 
submitted  as  set  forth  in  §  122.22(c). 
Private  aircraft  must  not  depart  the 
United  States  to  travel  to  a  foreign 
location  until  CBP  confirms  receipt  of 
the  appropriate  manifest  and  departure 
information  as  set  forth  in  §  122.22(c), 
and  grants  electronic  clearance  via 
electronic  mail  or  telephone. 

■  10.  Section  122.31  is  revised  to  read 
as  follows: 

§  1 22.31  Notice  of  arrival. 

(a)  Application.  Except  as  provided  in 
paragraph  (b)  of  this  section,  all  aircraft 
entering  the  United  States  from  a  foreign 
area  must  give  advance  notice  of  arrival. 

(b)  Exceptions  for  scheduled  aircraft 
of  a  scheduled  airline. 

Advance  notice  is  not  required  for 
aircraft  of  a  scheduled  airline  arriving 
under  a  regular  schedule.  The  regular 
schedule  must  have  been  filed  with  the 
port  director  for  the  airport  where  the 
first  landing  is  made. 

(c)  Giving  notice  of  arrival — (1) 
Procedure. 

(i)  Private  aircraft.  The  pilot  of  a 
private  aircraft  must  give  advance  notice 
of  arrival  in  accordance  with  §  122.22  of 
this  part. 

(ii)  Aircraft  arriving  from  Cuba. 
Aircraft  arriving  from  Cuba  must  follow 
the  advance  notice  of  arrival  procedures 
set  forth  in  §  122.154  in  subpart  O  of 
this  part. 
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(iii)  Certain  aircraft  arriving  from 
areas  south  of  the  United  States.  Certain 
aircraft  arriving  from  areas  south  of  the 
United  States  (other  than  Cuba)  must 
follow  the  advance  notice  of  arrival 
procedures  set  forth  in  §  122.23  of  this 
part, 

(iv)  Other  aircraft.  The  commander  of 
an  aircraft  not  otherwise  covered  by 
paragraphs  (c)(l)(i),  (c)(l)(ii)  and 

(c)(l)(iii)  of  this  section  must  give 
advance  notice  of  arrival  as  set  forth  in 
paragraph  (d)  of  this  section.  Notice 
must  be  given  to  the  port  director  at  the 
place  of  first  landing,  either: 

(A)  Directly  by  radio,  telephone,  or 
other  method:  or 

(B)  Through  Federal  Aviation 
Administration  flight  notification 
procedure  (see  International  Flight 
Information  Manual,  Federal  Aviation 
Administration). 

(2)  Reliable  facilities.  When  reliable 
means  for  giving  notice  are  not  available 
(for  example,  when  departure  is  from  a 
remote  place)  a  departure  must  be  made 
at  a  place  where  notice  can  be  sent  prior 
to  coming  into  the  U.S. 

(d)  Contents  of  notice.  The  advance 
notice  of  arrival  required  by  aircraft 
covered  in  paragraph  (c)(l)(iv)  of  this 
section  must  include  the  following 
information: 

(1)  Type  of  aircraft  and  registration 
number: 

(2)  Name  (last,  first,  middle,  if 
available)  of  aircraft  commander: 

(3)  Place  of  last  foreign  departure: 

(4)  International  airport  of  intended 
landing  or  other  place  at  which  landing 
has  been  authorized  by  GBP: 

(5)  Number  of  alien  passengers: 

(6)  Number  of  citizen  passengers:  and 

(7)  Estimated  time  of  arrival. 

(e)  Time  of  notice.  Notice  of  arrival  as 
required  pursuant  to  paragraph  (c)(l)(iv) 
of  this  section  must  be  furnished  far 
enough  in  advance  to  allow  inspecting 
GBP  officers  to  reach  the  place  of  first 
landing  of  the  aircraft  prior  to  the 
aircraft’s  arrival. 

(f)  Notice  of  other  Federal  agencies. 
When  advance  notice  is  received,  the 
port  director  will  inform  any  other 
concerned  Federal  agency. 

■  11.  Section  1 22.32  is  revised  to  read 
as  follows: 

§  122.32  Aircraft  required  to  land. 

(a)  Any  aircraft  coming  into  the  U.S., 
from  an  area  outside  of  the  U.S.,  is 
required  to  land,  unless  it  is  denied 
permission  to  land  in  the  U.S.  by  GBP 
pursuant  to  §  122.12(c),  or  is  exempted 
from  landing  by  the  Federal  Aviation 
Administration. 

(b)  Conditional  permission  to  land. 
GBP  has  the  authority  to  limit  the 
locations  where  aircraft  entering  the 


U.S.  from  a  foreign  area  may  land.^As 
such,  aircraft  must  land  at  the  airport 
designated  in  their  APIS  transmission 
unless  instructed  otherwise  by  GBP  or 
changes  to  the  airport  designation  are 
required  for  aircraft  and/or  airspace 
safety  as  directed  by  the  Federal 
Aviation  Administration  (FAA)  flight 
services. 

■  12.  Section  122.61  is  amended  by 
revising  the  introductory  text  of 
paragraph  (a)  to  read  as  follows: 

§  1 22.61  Aircraft  required  to  clear. 

(a)  Private  aircraft  leaving  the  United 
States  as  defined  in  §  122.22,  for  a 
foreign  area  are  required  to  clear  as  set 
forth  in  §  122.26.  All  other  aircraft, 
except  for  public  aircraft  leaving  the 
United  States  for  a  foreign  area,  are 
required  to  clear  if: 
***** 

■  13.  Section  122,154  is  amended  by 
revising  paragraph  ‘(a)  and  adding  a  new 
paragraph  (d)  to  read  as  follows: 

§  122.154  Notice  of  arrival. 

(a)  Application.  All  aircraft  entering 
the  U.S.  from  Guba  must  give  advance 
notice  of  arrival,  unless  it  is  an  Office 
of  Foreign  Assets  Gontrol  (OFAG) 
approved  scheduled  commercial  aircraft 
of  a  scheduled  airline. 
***** 

(d)  Private  Aircraft.  In  addition  to 
these  requirements,  private  aircraft  must 
also  give  notice  of  arrival  pursuant  to 
§  122.22  of  this  part. 

Michael  ChertofT, 

Secretary. 

[FR  Doc.  E8-26621  Filed  11-17-08:  8:45  am] 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  39 

[Docket  No.  FAA-2008-0265:  Directorate 
Identifier  2007-NM-349-AD:  Amendment 
39-15732:  AD  2008-23-11] 

RIN  2120-AA64 

Airworthiness  Directives;  Bombardier 
Model  CL-600-2B19  (Regional  Jet 
Series  100  &  440)  Airplanes 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (EXJT). 

ACTION:  Final  rule. 

SUMMARY:  The  FAA  is  superseding  an 
existing  airworthiness  directive  (AD), 
which  applies  to  certain  Bombardier 
Model  GL-600-2B19  airplanes.  That  AD 


currently  requires  repetitive  eddy 
current  inspections  for  cracking  of  the 
main  landing  gear  (MLG)  main  fittings, 
and  replacement  with  new  or 
serviceable  MLG  main  fittings  if 
necessary.  The  existing  AD  also 
currently  requires  servicing  the  MLG 
shock  struts:  inspecting  the  MLG  shock 
struts  for  nitrogen  pressure,  visible 
chrome  dimension,  and  oil  leakage:  and 
performing  corrective  actions,  if 
necessary.  For  certain  airplanes,  this 
new  AD  requires  replacement  of  the 
MLG  main  fittings  with  new  improved 
MLG  main  fittings,  which  would 
terminate  the  repetitive  inspections  of 
the  MLG  main  fittings  and  inspection 
and  servicing  of  the  MLG  shock  struts. 
This  AD  results  from  premature  failure 
of  the  MLG  main  fittings.  We  are  issuing 
this  AD  to  prevent  failure  of  the  MLG 
main  fittings,  which  could  result  in 
collapse  of  the  MLG  upon  landing. 
DATES:  This  AD  becomes  effective 
December  23,  2008. 

On  February  16.  2007  (72  FR  1430, 
January  12,  2007),  the  Director  of  the 
Federal  Register  approved  the 
incorporation  by  reference  of 
Bombardier  Service  Bulletin  601R-32- 
093,  Revision  B,  dated  July  14,  2005. 

On  June  13,  2003  (68  FR  31956,  May 
29,  2003),  the  Director  of  the  Federal  • 
Register  approved  the  incorporation  by 
reference  of  Bombardier  Alert  Service 
Bulletin  A601R-32-079,  Revision  ‘E,’ 
dated  September  12,  2002:  including 
Appendix  1,  Revision  ‘D,’  dated 
September  12,  2002:  including 
Appendices  2  and  3,  dated  September 
12,  2002. 

ADDRESSES:  For  service  information 
identified  in  this  AD,  contact 
Bombardier,  Inc.,  Ganadair,  Aerospace 
Group,  P.O.  Box  6087,  Station  Gentre- 
ville,  Montreal,  Quebec  H3G  3G9, 
Ganada. 

Examining  the  AD  Docket 

You  may  examine  the  AD  docket  on 
the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  address  for  the 
Docket  Office  (telephone  800-647-5527) 
is  the  Document  Management  Facility, 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue.  SE., 
Washington.  DC  20590. 

FOR  FURTHER  INFORMATION  CONtACT: 

Pong  K.  Lee,  Aerospace  Engineer, 
Airframe  and  Propulsion  Branch,  ANE- 
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171,  FAA,  New  York  Aircraft 
Certification  Office,  1600  Stewart 
Avenue,  Suite  410,  Westbury,  New  York 
11590;  telephone  (5l6)  228-7324;  fax 
(516)  794-5531.' 

SUPPLEMENTARY  INFORMATION: 

Discussion 

The  FAA  issued  a  notice  of  proposed 
rulemaking  (NPRM)  to  amend  14  CFR 
part  39  to  include  an  AD  that 
supersedes  AD  2003-11-11,  amendment 
39-13170  (68  FR  31956,  May  29,  2003). 
The  existing  AD  applies  to  certain 
Bombardier  Model  CL-600-2B19 
airplanes.  That  NPRM  was  published  in 
the  Federal  Register  on  March  11,  2008 
(73  FR  12901).  That  NPRM  proposed  to 
require  replacement  of  the  main  landing 
gear  (MLG)  main  fittings  with  new 
improved  MLG  main  fittings,  which 
would  terminate  the  existing  repetitive 
inspections  of  the  MLG  main  fittings 
and  inspection  and  servicing  of  the 
MLG  shock  struts. 

Comments 

We  provided  the  public  the 
opportunity  to  participate  in  the 
development  of  this  AD.  We  have 
considered  the  comments  that  have 
been  received  on  the  NPRM. 

Request  To  Clarify  Airplanes  on  Which 
the  Replacement  Is  Required 

Bombardier  notes  that  the 
applicability  in  AD  2007-01-07 
(specified  in  the  NPRM  as  “Other 
Related  Rulemaking”)  covers  the  entire 
fleet  of  Model  CL-600-2B19  airplanes 
(serial  number  (S/N)  7003  through  7067 
and  7069  through  8999  inclusive)  since 
S/N  7068  is  a  hull  loss  and  the  airplane 
series  ends  at  S/N  8999.  Bombardier 
states  that  the  applicability  specified  in 
the  NPRM  will  not  cover  additional 
Model  CL-600-2B19  airplanes. 
Bombardier  adds  that  every  Model  CL- 
600-2B19  airplane  equipped  with  a 
MLG  main  fitting  having  part  number 
(P/N)  601R85001-3/4  (Messier-Dowty  P/ 


N  170^4-101  through  104)  will  need  to 
be  in  compliance  with  the  replacement 
required  by  AD  2007-01-07  by  May  16, 
2008. 

We  infer  that  Bombardier  requests 
that  we  clarify  which  airplanes  are 
required  to  do  the  replacement  specified 
in  paragraph  (r)  of  this  AD.  We  agree 
that  the  airplanes  affected  by  paragraph 
(r)  of  this  AD  should  be  further  clarified. 
As  stated  by  Bombardier,  for  Model  CL- 
600-2B19  airplanes  having  S/N  7003 
through  7067  and  7069  through  8999 
inclusive,  the  replacement  is  already 
required  in  accordance  with  paragraph 
(1)  of  AD  2007-01-07.  Therefore,  we 
have  changed  paragraph  (r)  of  this  AD 
to  specify  that  the  replacement  be 
accomplished  only  on  airplanes  having 
S/Ns  9000  and  subsequent,  which 
terminates  the  requirements  of 
paragraphs  (h)  through  (q)  of  this  AD. 
We  have  also  changed  paragraph  (t)  of 
this  AD  to  specify  that,  for  the  other 
airplanes  on  which  the  replacement 
required  by  paragraph  (1)  of  AD  2007- 
01-07  has  been  accomplished,  it 
terminates  the  requirements  of 
paragraphs  (h)  through  (q)  of  this  AD. 

We  disagree  with  the  commenter  that 
the  applicability  in  AD  2007-01-07 
covers  the  entire  fleet.  In  order  to  ensure 
that  any  future  production  airplanes, 
S/N  9000  and  subsequent,  meet  tbe 
compliance  requirements  of  this  AD,  the 
replacement  specified  in  paragraph  (r) 
of  this  AD  is  necessary  to  address  the 
identified  unsafe  condition.  We  have 
also  revised  the  Estimated  Costs  table  in 
the  preamble  of  this  AD  by  changing  the 
number  of  U.S.-registered  airplanes 
required  to  do  the  replacement  from  618 
to  0. 

Request  To  Change  Compliance  Time 

Bombardier  Aerospace  asks  that  we 
change  the  compliance  time  specified  in 
the  NPRM.  Bombardier  states  that  AD 
2007-01-07  (under  “Related 
Rulemaking”  in  the  NPRM)  is  effective 
for  the  same  parts  and  also  mandates 


incorporation  of  Bombardier  Service 
Bulletin  601R-32-093,  Revision  B, 
dated  July  14,  2005.  Bombardier  notes 
that  AD  2007-01-07  was  effective  on 
February  16,  2007,  and  its  compliance 
date  is  May  16,  2008.  Bombardier  adds 
that  this  compliance  date  is  9  months 
later  than  the  date  agreed  to  by  Messier- 
Dowty,  Bombardier  Aerospace,  and 
Transport  Canada,  based  on  careful 
consideration  of  fleet  safety,  MLG 
capability/logistics,  and  operator 
overhaul  facilities  capacity.  Bombardier 
asks  that  the  compliance  time  be  tbe 
same  as  the  time  in  AD  2007-01-07  [i.e.. 
no  later  than  May  16,  2008).  Bombardier 
considers  that  different  compliance 
dates  for  the  same  service  bulletin  will 
create  confusion  among  U.S.  operators 
and  unnecessary  burden  for  all  parties 
involved. 

We  do  not  agree  with  the  commenter. 
As  stated  previously,  the  new 
requirements  in  this  AD  apply  only  to 
airplanes  having  S/Ns  9000  and 
subsequent.  Therefore,  we  have  made 
no  change  to  the  AD  in  this  regard. 

Conclusion 

We  have  carefully  reviewed  the 
available  data,  including  the  comments 
that  have  been  received,  and  determined 
that  air  safety  and  the  public  interest 
require  adopting  the  AD  with  the 
changes  described  previously.  We  have 
determined  that  these  changes  will 
neither  increase  the  economic  burden 
on  any  operator  nor  increase  the  scope 
of  the  AD. 

Costs  of  Compliance 

The  following  table  provides  the 
estimated  costs,  at  an  average  labor  rate 
of  $80  per  work  hour,  for  U.S.  operators 
to  comply  with  this  AD.  Due  to  other 
existing  ADs,  the  actions  have  already 
been  accomplished  on  the  majority  of 
affected  U.S.-registered  airplanes; 
therefore,  the  estimated  costs  will  be 
significantly  less  than  those  specified  in 
the  table. 


Estimated  Costs 


Action 

Work 

hours 

Parts 

Cost  per  airplane 

Number  of 
U.S. -registered 
airplanes 

Fleet  cost 

Detailed  inspection  (required 

1 

None . . 

$80,  per  inspection  cycle  . 

618 

$49,440,  per  inspection  cycle. 

by  AD  2003-11-11). 

Eddy  current  inspection  (re- 

1 

None . 

$80,  per  inspection  cycle  . 

618 

$49,440,  per  inspection  cycle. 

quired  by  AD  2003-1 1-11). 
Fluorescent  penetrant  inspec- 

1 

None . 

$80,  per  inspection  cycle  . 

618 

$49,440,  per  inspection  cycle. 

tion  (required  by  AD  2003- 
11-11). 

Inspection  and  servicing  of 

2 

None . 

$160,  per  inspection  cycle  . 

618 

$98,880,  per  inspection  cycle. 

shock  struts  (required  by  AD 
2003-11-11). 

Replacement  (new  action)  . 

_ 

56 

Up  to  $35,000  .... 

Up  to  $39,480  . 

0 

$0. 
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Authority  for  This  Rulemaking 

Title  49  of  the  United  States  Code 
specifies  the  FAA’s  authority  to  issue 
rules  on  aviation  safety.  Subtitle  I, 

Section  106,  describes  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  Agency’s 
authority. 

We  are  issuing  this  rulemaking  under 
the  authority  described  in  Subtitle  VII, 
Part  A,  Subpart  III,  Section  44701, 
“General  requirements.”  Under  that 
section.  Congress  charges  the  FAA  with 
promoting  safe  flight  of  civil  aircraft  in 
air  commerce  by  prescribing  regulations 
for  practices,  methods,  and  procedures 
the  Administrator  finds  necessary  for 
safety  in  air  commerce.  This  regulation  . 
is  within  the  scope  of  that  authority 
because  it  addresses  an  unsafe  condition 
that  is  likely  to  exist  or  develop  on 
products  identified  in  this  rulemaking 
action. 

Regulatory  Findings 

We  have  determined  that  this  AD  will 
not  have  federalism  implications  under 
Executive  Order  13132.  This  AD  will 
not  have  a  substantial  direct  effect  on 
the  States,  on  the  relationship  between 
the  national  government  and  the  States, 
or  on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government. 

For  the  reasons  discussed  above,  I 
certify  that  this  AD: 

(1)  Is  not  a  “significant  regulatory 
action”  under  Executive  Order  12866; 

(2)  Is  not  a  “significant  rule”  under 
DOT  Regulatory  Policies  and  Procedures 
(44  FR  11034,  February  26,  1979);  and 

(3)  Will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

We  prepared  a  regulatory  evaluation 
of  the  estimated  costs  to  comply  with 
this  AD  and  placed  it  in  the  AD  docket. 
See  the  ADDRESSES  section  for  a  location 
to  examine  the  regulatory  evaluation. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment 

■  Accordingly,  under  the  authority 
delegated  to  me  by  the  Administrator, 
the  FAA  amends  14  CFR  part  39  as 
follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

■  1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 


Authority:  49  U.S.C.  106(g),  4011.3,  44701. 

§39.13  [Amended] 

■  2.  The  Federal  Aviation 
Administration  (FAA)  amends  §39.13 
by  removing  amendment  39-13170  (68 
FR  31956,  May  29,  2003)  and  by  adding 
the  following  new  airworthiness 
directive  (AD): 

2008-23-11  Bombardier,  Inc.  (Formerly 
>  Canadair):  Amendment  39-15732. 
Docket  No.  FAA-2008— 0265;  Directorate 
Identifier  2007-NM-349-AD. 

Effective  Date 

(a)  This  AD  becomes  effective  December 
23, 2008. 

Affected  ADs 

(b)  This  AD  supersedes  AD  2003-11-11. 
Applicability 

(c)  This  AD  applies  to  Bombardier  Model 
CL-600— 2B19  (Regional  Jet  Series  100  &  440) 
airplanes,  certificated  in  any  category:  having 
serial  numbers  (S/Ns)  7003  and  subsequent, 
equipped  with  main  landing  gear  (MLG) 
main  fittings  having  part  numbers  (P/Ns) 
601R85001-3  and  -4  (Messier-Dowty  P/Ns 
17064-101,-102,  -103,  and  -104). 

Unsafe  Condition 

(d)  This  AD  results  from  premature  failure 
of  the  MLG  main  fittings.  We  are  issuing  this 
AD  to  prevent  failure  of  the  MLG  main 
fittings,  which  could  result  in  collapse  of  the 
MLG  upon  landing. 

Compliance 

(e)  You  are  responsible  for  having  the 
actions  required  by  this  AD  performed  within 
the  compliance  times  specified,  unless  the 
actions  have  already  been  done. 

Note  1:  Where  there  are  differences 
between  the  referenced  .service  bulletin  and 
the  AD,  the  AD  prevails. 

Restatement  of  Requirements  of  AD  2003- 
11-11 

Service  Bulletin  References 

(f)  Accomplishment  of  the  inspections  and 
servicing,  as  applicable,  specified  in 
paragraphs  (h),  (1),  (m),  and  (n)  of  this  AD, 
per  Bombardier  Alert  Service  Bulletin 
A601R-32-079,  dated  December  3,  1999; 
Revision  ‘A.’  dated  January  7,  2000;  Revision 
'B,'  dated  June  1,  2000;  Revision  ‘C,’  dated 
October  26,  2000;  or  Revision  ‘D,’  dated 
December  1,  2000;  prior  to  June  13,  2003  (the 
effective  date  of  AD  2003-11-11),  is 
considered  acceptable  for  compliance  with 
the  requirements  of  paragraphs  (h),  (1).  (m), 
and  (n)  of  this  AD. 

(g)  The  term  “service  bulletin,”  as  used  in 
paragraphs  (h)  through  (q)  of  this  AD,  means 
the  Accomplishment  In.structions  of 
Bombardier  Alert  Service  Bulletin  A601R- 
32-079,  Revision  ‘E,’  dated  September  12, 
2002;  including  Appendix  1,  Revision  ‘D,’ 
dated  September  12,  2002;  including 
Appendices  2  and  3,  dated  September  12, 
2002. 


Initial  Eddy  Current  Inspection 

(h)  Perform  an  eddy  current  inspection  to 
detect  cracking  of  the  MLG  main  fittings,  per 
PART  B  of  the  service  bulletin,  at  the  earlier 
of  the  times  specified  in  paragraph  (h)(1)  or 

(h) (2)  of  this  AD. 

(1)  Prior  to  the  accumulation  of  1,500  total 
flight  cycles  on  the  MLG,  or  within  150  flight 
cycles  after  December  4,  2001  (the  effective 
date  of  AD  2001-22-09,  amendment  39- 
12488,  which  was  superseded  by  AD  2003- 
11-11),  whichever  occurs  later. 

(2)  Prior  to  the  accumulation  of  1,000  total 
flight  cycles  on  the  MLG,  or  within  150  flight 
cycles  after  June  13,  2003,  whichever  occurs 
later. 

Repetitive  Eddy  Current  Inspections 

(i)  Repeat  the  eddy  current  inspection 
specified  in  paragraph  (h)  of  this  AD  at  the 
time  specified  in  paragraph  (i)(l),  (i){2),  or 

(i) (3),  as  applicable,  except  as  provided  by 
paragraph  (i)(4)  of  this  AD,  per  PART  B  of  the 
service  bulletin. 

(1)  For  airplanes  on  which  the  eddy 
current  inspection  required  by  paragraph  (h) 
of  this  AD  is  accomplished  after  June  13, 
2003:  Repeat  the  inspection  at  intervals  not 
to  exceed  500  flight  cycles. 

(2)  For  airplanes  on  which  the  repetitive 
eddy  current  inspection  required  by  AD 
2001-22-09  has  been  accomplished,  and  on 
which  the  repetitive  intervals  have  been 
increased  per  paragraph  (j)  of  AD  2001-22- 
09  before  June  13,  2003:  Repeat  the 
inspection  within  500  flight  cycles  after  June 
13,  2003,  or  within  1,000  flight  cycles  since 
the  last  eddy  current  inspection,  whichever 
occurs  first,  and  thereafter  at  intervals  not  to 
exceed  500  flight  cycles. 

(3)  For  airplanes  on  which  the  repetitive 
eddy  current  inspection  required  by  AD 
2001-22-09  has  been  accomplished,  and  on 
which  the  repetitive  intervals  have  not  been 
increased  per  paragraph  (j)  of  AD  2001-22- 
09  before  June  13,  2003:  Repeat  the  eddy 
current  inspection  at  intervals  not  to  exceed 
500  flight  cycles. 

(4)  For  airplanes  on  which  an  eddy  current 
inspection  has  been  accomplished  to  confirm 
the  detailed  inspection  required  by  paragraph 
(o)  of  this  AD:  The  next  eddy  current 
inspection  must  be  done  within  500  flight 
cycles  following  the  last  detailed  inspection 
required  by  paragraph  (o)  of  this  AD.  and 
thereafter  at  intervals  not  to  exceed  500  flight 
cycles. 

Corrective  Actions 

(j)  If  no  cracking  of  the  MLG  main  fittings 
is  suspected  during  the  next  eddy  current 
inspection  required  by  paragraph  (h)  or  (i)  of 
this  AD,  but  the  paint  has  been  removed: 
Prior  to  further  flight,  apply  a  new  finish  and 
install  the  harness  clamp  on  the  brake  line 
with  the  bolt,  washers,  nut,  and  cotter  pin; 
per  PART  B  of  the  service  bulletin. 

(k)  If  any  cracking  of  the  MLG  main  fittings 
is  found  during  any  eddy  current  inspection 
required  by  paragraph  (h)  or  (i)  of  this  AD: 
Prior  to  further  flight,  replace  any  cracked 
MLG  main  fitting  with  a  new  or  serviceable 
part  per  the  service  bulletin- 

Servicing  the  Shock  Struts 

(l)  Prior  to  the  accumulation  of  1,500  total 
flight  cycles  on  the  MLG  shock  struts,  or 
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within  500  flight  cycles  after  December  4, 
2001,  whichever  occurs  later:  Service  (Oil 
and  Nitrogen)  the  left  and  right  MLG  shock 
struts  per  PART  C  (for  airplanes  on  the 
ground)  or  PART  D  (for  airplanes  on  jacks) 
of  the  service  bulletin. 

Other  Inspections 

(m)  Within  500  flight  cycles  after 
completing  the  actions  required  by  paragraph 

(1)  of  this  AD:  Inspect  the  MLG  left  and  right 
shock  struts  for  nitrogen  pressure,  visible 
chrome  dimension,  and  oil  leakage,  in 
accordance  with  PART  E  of  the  service 
bulletin.  Thereafter,  repeat  the  inspection  at 
intervals  not  to  exceed  500  flight  cycles. 

Corrective  Actions  for  Certain  Inspections 

(n)  If  the  chrome  extension  dimension  of 
the  shock  strut  pressure  reading  is  outside 
the  limits  specified  in  the  Airplane 
Maintenance  Manual,  Task  32-11-05-220- 
801,  or  any  oil  leakage  is  found  during  any 
inspection  required  by  paragraph  (m)  of  this 
AD:  Prior  to  further  flight,  service  the  MLG 
shock  strut  in  accordance  with  PART  C  (for 
airplanes  on  the  ground)  or  PART  D  (for 
airplanes  on  jacks)  of  the  service  bulletin. 

Detailed  and  Follow-On  Inspections  and 
Corrective  Action 

(o)  Prior  to  the  accumulation  of  1,000  total 
flight  cycles  on  the  MLG,  or  within  250  flight 
cycles  after  June  13,  2003,  whichever  occurs 
later:  Accomplish  a  detailed  inspection  of  the 
MLG  main  fittings  to  detect  signs  of  cracking 
(including  linear  paint  cracks  along  the 
circumference  of  the  main  fitting  tube,  lack 
of  paint  (paint  peeling)  or  other  paint 
damage,  lack  of  adhesion  or  paint  bulging, 
and  signs  of  corrosion),  per  PART  A  of  the 
service  bulletin.  Repeat  the  inspection 
thereafter  at  intervals  not  to  exceed  100  flight 
cycles. 

Note  2:  For  the  purposes  of  this  AD,  a 
detailed  insjjection  is  defined  as:  “An 
intensive  visual  examination  of  a  specific 
structural  area,  system,  installation,  or 
assembly  to  detect  damage,  failure,  or 
irregularity.  Available  lighting  is  normally 
supplemented  with  a  direct  source  of  good 
lighting  at  intensity  deemed  appropriate  by 
the  inspector.  Inspection  aids  such  as  mirror, 
magnifying  lenses,  etc.,  may  be  used.  Surface 
cleaning  and  elaborate  access  procedures 
may  be  required.” 

(p)  If  any  linear  paint  crack  along  the 
circumference  of  the  main  fitting  tube,  lack 
of  paint  (paint  peeling)  or  other  paint 
damage,  evidence  of  paint  bulging  due  to 
lack  of  adhesion,  or  evidence  of  corrosion  is 
found  during  any  inspection  required  by 
paragraph  (o)  of  this  AD:  Prior  to  further 
flight,  accomplish  either  an  eddy  current 
inspection  to  detect  cracking,  per  PART  B  of 
the  service  bulletin;  or  a  fluorescent 
penetrant  inspection  to  detect  cracking,  per 
PART  F  of  the  service  bulletin. 

(1)  If  no  cracking  of  the  MLG  main  fittings 
is  found  during  any  inspection  required  by 
paragraph  (p)  of  this  AD:  Prior  to  further 
flight,  repaint  and/or  repair/rework  any  paint 
damage  per  PART  B  of  the  service  bulletin. 

(2)  If  any  cracking  of  the  MLG  main  fittings 
is  found  during  any  inspection  required  by 
paragraph  (p)  of  this  AD:  Prior  to  briber 


flight,  replace  any  cracked  MLG  main  fitting 
with  a  new  or  serviceable  part  per  the  service 
bulletin. 

Reporting  Requirement 

(q)  Within  30  days  after  each  inspection 
and  servicing  required  by  paragraphs  (h),  (i), 
(1),  (m),  (o),  and  (p)  of  this  AD,  report  all 
findings,  positive  or  negative,  to:  Bombardier 
Aerospace,  In-Service  Engineering,  fax 
number  514-855-8501.  Although  the  service 
bulletin  references  completion  of  a  “Service 
Bulletin  Comment  Sheet-Facsimile  Reply 
Sheet,”  this  AD  does  not  require  that  action. 
Information  collection  requirements 
contained  in  this  regulation  have  been 
approved  by  the  Office  of  Management  and 
Budget  (OMB)  under  the  provisions  of  the 
Paperwork  Reduction  Act  of  1980  (44  U.S.C. 
3501  et  seq.)  and  have  been  assigned  OMB 
Control  Number  2120-0056. 

New  Requirements  of  This  AD 
Replacement 

(r)  For  airplanes  having  serial  numbers 
9000  and  subsequent:  Within  6  months  after 
the  effective  date  of  this  AD,  replace  the  MLG 
main  fittings  with  new  improved  MLG  main 
fittings,  in  accordance  with  Bombardier 
Service  Bulletin  601R-32-093,  Revision  ‘B,’ 
dated  July  14,  2005.  Replacing  the  MLG  main 
fittings  terminates  the  requirements  of 
paragraphs  (hj  through  (q)  of  this  AD. 

Credit  for  Actions  Done  According  to 
Previous  Issues  of  the  Service  Bulletin 

(s)  Replacements  done  before  the  effective 
date  of  this  AD  in  accordance  with 
Bombardier  Service  Bulletin  601R-32-093, 
dated  October  17,  2003;  or  Revision  ‘A,’ 
dated  September  21,  2004;  are  acceptable  for 
compliance  with  the  requirements  of 
paragraph  (r)  of  this  AD. 

Credit  for  AD  2007-01-07 

(t)  For  airplanes  having  S/Ns  7003  through 
7067  inclusive  and  S/Ns  7069  through- 8999 
inclusive,  equipped  with  MLG  main  fittings 
having  P/N  601R85001-3  or  —4  (Messier- 
Dowty  P/N  17064-101,  -102,  -103,  or  -104); 
Accomplishing  the  replacement  required  by 
paragraph  (1)  of  AD  2007-01-07,  amendment 
39-14879,  terminates  the  requirements  of 
paragraphs  (h)  through  (q)  of  this  AD. 

Alternative  Methods  of  Compliance 
(AMOCs) 

(u) (l)  The  Manager,  New  York  Aircraft 
Certification  Office  (AGO),  FAA,  has  the 
authority  to  approve  AMOCs  for  this  AD,  if 
requested  using  the  procedures  found  in  14 
CFR  39.19.  Send  information  to  ATTN:  Pong 
K.  Lee,  Aerospace  Engineer,  Airframe  and 
Propulsion  Branch,  ANE-171,  FAA,  New 
York  AGO,  1600  Stewart  Avenue,  Suite  410, 
Westbury,  New  York  11590;  telephone  (516) 
228-7324;  fax  (516)  794-5531.  Before  using 
any  approved  AMOC  on  any  airplane  to 
which  the  AMOC  applies,  notify  your 
appropriate  principal  inspector  (PI)  in  the 
FAA  Flight  Standards  District  Office  (FSDO), 
or  lacking  a  PI,  your  local  FSDO. 

(2)  AMOCs  issued  to  allow  escalation  of 
the  repetitive  intervals  for  the  eddy  current 
inspections  from  500  to  1 ,000  flight  cycles  in 
accordance  with  paragraph  (e)  of  AD  2001- 


22-09  are  not  approved  as  AMOCs  with  this 
AD. 

Note  3:  Information  concerning  the 
existence  of  AMOCs  with  this  AD,  if  any, 
may  be  obtained  from  the  New  York  AGO. 

Related  Information 

(v)  Canadian  airworthiness  directive  CF- 
1999— 32R3,  dated  September  21,  2005,  also 
addresses  the  subject  of  this  AD. 

Material  Incorporated  by  Reference 

(w)  You  must  use  Bombardier  Service 
Bulletin  601R-32-093,  Revision  ‘B,’  dated 
July  14,  2005;  and  Bombardier  Alert  Service 
Bulletin  A601R— 32-079,  Revision  ‘E,’  dated 
September  12,  2002;  including  Appendix  1, 
Revision  ‘D,’  dated  September  12,  2002; 
including  Appendices  2  and  3,  dated 
September  12,  2002;  as  applicable;  to  perform 
the  actions  that  are  required  by  this  AD, 
unless  the  AD  specifies  otherwise. 

(1)  On  February  16,  2007  (72  FR  1430, 
January  12,  2007),  the  Director  of  the  Federal 
Register  approved  the  incorporation  by 
reference  of  Bombardier  Service  Bulletin 
601R-32-093,  Revision  ‘B,’  dated  July  14, 
2005. 

(2)  On  June  13,  2003  (68  FR  31956,  May 
29,  2003),  the  Director  of  the  Federal  Register 
approved  the  incorporation  by  reference  of 
Bombardier  Alert  Service  Bulletin  A601R- 
32-079,  Revision  ‘E,’  dated  September  12, 
2002;  including  Appendix  1,  Revision  ‘D,’ 
dated  September  12,  2002;  including 
Appendices  2  and  3,  dated  September  12, 
2002. 

(3)  Contact  Bombardier,  Inc.,  400  Cote- 
Vertu  Road  West,  Dorval,  Quebec  H4S  1Y9, 
Canada;  telephone  514-855-5000;  fax  514— 
855-7401;  e-mail  • 

thd.crj@aero. bombardier. corn-,  Internet  http:// 
www.bombardier.com  for  a  copy  of  this 
service  information.  You  may  review  copies 
at  the  FAA,  Transport  Airplane  Directorate, 
1601  Lind  Avenue,  SW.,  Renton, 

Washington;  or  at  the  National  Archives  and 
Records  Administration  (NARA).  For 
information  on  the  availability  of  this 
material  at  NARA,  call  202-741-6030,  or  go 
to:  http://www.archives.gov/federal-register/ 
cfr/ ibr-locations.html. 

Issued  in  Renton,  Washington,  on 
November  4,  2008. 

Stephen  P.  Boyd, 

Assistant  Manager,  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

(FR  Doc.  E8-26915  Filed  11-17-08;  8:45  am) 
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ACTION:  Final  rule. 

SUMMARY:  This  action  will  establish 
Class  E  airspace  at  Lake  Havasu,  AZ. 
Additional  controlled  airspace  is 
necessary  to  accommodate  aircraft  using 
VHF  Omni-Directional  Radio  Range/ 
Distance  Measuring  Equipment  (VOR/ 
DME)  Global  Positioning  System  (GPS) 
Standard  Instrument  Approach 
Procedure  (SIAP)  at  Lake  Havasu  City 
Airport,  Lake  Havasu,  AZ.  This  action 
also  will  revoke  Class  E  airspace  at  the 
old  Lake  Havasu  Airport,  Lake  Havasu, 
AZ,  as  that  airport  has  been  abandoned. 
This  will  improve  the  safety  and 
management  of  aircraft  operations  at 
Lake  Havasu  City  Airport,  Lake  Havasu, 
AZ. 

DATES:  Effective  Date:  0901  UTC, 

January  15,  2009.  The  Director  of  the 
Federal  Register  approves  this 
incorporation  by  reference  action  under 
1  CFR  part  51,  subject  to  the  annual 
revision  of  FAA  Order  7400.9  and 
publication  of  conforming  amendments. 
FOR  FURTHER  INFORMATION  CONTACT: 
Eldon  Taylor,  Federal  Aviation 
Administration,  Operations  Support 
Group,  Western  Service  Area,  1601  Lind 
Avenue,  SW.,  Renton,  WA  98057; 
telephone  (425)  203-4537. 
SUPPLEMENTARY  INFORMATION: 

History 

On  July  21,  2008,  the  FAA  published 
in  the  Federal  Register  a  notice  of 
proposed  rulemaking  to  establish 
controlled  airspace  at  Lake  Havasu,  AZ, 
(73  FR  42284).  Interested  parties  were 
invited  to  participate  in  this  rulemaking 
effort  by  submitting  written  comments 
on  the  proposal  to  the  FAA.  No 
comments  were  received. 

Class  E  airspace  designations  are 
published  in  paragraph  6005  of  FAA 
Order  7400. 9S  signed  October  3,  2008, 
and  effective  October  31,  2008,  which  is 
incorporated  by  reference  in  14  CFR 
part  71.1.  The  Class  E  airspace 
designations  listed  in  this  document 
will  be  published  subsequently  in  that 
Order. 

The  Rule 

This  action  amends  Title  14  Code  of 
Federal  Regulations  (14  CFR)  part  71  by 
establishing  Class  E  airspace  at  Lake 
Havasu  City  Airport,  Lake  Havasu.  AZ. 
This  rulemaking  also  removes  the  Class 
E  airspace  area  at  the  old  Lake  Havasu 
Airport,  which  has  been  abandoned. 
Controlled  airspace  is  necessary  to 
accommodate  IFR  aircraft  using  VOR/ 
DME  (GPS)  approach  procedures  at  Lake 
Havasu  Gity  Airport,  Lake  Havasu,  AZ. 

The  FAA  has  determined  that. this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 


frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  Therefore,  this  regulation:  (1)  Is 
not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034;  February  26,  1979);  and  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
impact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  affect  air 
traffic  procedures  and  air  navigation,  it 
is  certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 
The  FAAs  authority  to  issue  rules 
regarding  aviation  safety  is  found  in 
Title  49  of  the  U.S.  Gode.  Subtitle  1, 
Section  106  discusses  the  authority  of 
the  FAA  Administrator.  Subtitle  VII, 
Aviation  Programs,  describes  in  more 
detail  the  scope  of  the  agency’s 
authority.  This  rulemaking  is 
promulgated  under  the  authority 
described  in  Subtitle  VII,  Part  A, 

Subpart  I,  Section  40103.  Under  that 
section,  the  FAA  is  charged  with 
prescribing  regulations  to  assign  the  use 
of  airspace  necessary  to  ensure  the 
safety  of  aircraft  and  the  efficient  use  of 
airspace.  This  regulation  is  within  the 
scope  of  that  authority  as  it  establishes 
controlled  airspace  at  Lake  Havasu  City 
Airport,  Lake  Havasu,  AZ,  and  removes 
Class  E  airspace  at  the  old  abandoned 
Lake  Havasu  Airport. 

List  of  Subjects  in  14  CFR  Part  71 

Airspace,  Incorporation  by  reference, 
Navigation  (air). 

Adoption  of  the  Amendment 

■  In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 

PART  71— DESIGNATION  OF  CLASS  A, 
B,  C,  D,  AND  E  AIRSPACE  AREAS;  AIR 
TRAFFIC  SERVICE  ROUTES;  AND 
REPORTING  POINTS 

■  1.  The  authority  citation  for  14  CFR 
part  71  continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40103,  40113, 
40120;  E.  O.  10854,  24  FR  9565.  3  CFR,  1959- 
1963  Comp.,  p.  389. 

§71.1  [Amended] 

■  2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Administration  Order  7400. 9S,  Airspace 
Designations  and  Reporting  Points, 
signed  October  3,  2008,  and  effective 
October  31,  2008,  is  amended  as 
follows: 


Paragraph  6005  Class  E  airspace  areas 
extending  upward  from  700  feet  or  more 
above  the  surface  of  the  earth. 

1(  It  it  if  it 

AWP  AZ  E5  Lake  Havasu,  AZ  [Revokedl 

it  it  it  it  it 

AWP  AZ  E5  Lake  Havasu,  AZ 

Lake  Havasu  City,  AZ 
(Lat.  34°34'16''  N.,  long.  114°2T30'’  W.) 
Chemehuevi  Valley  Airport,  CA 

(Lat.  34°3T44''  N.,  long.  114'’25'56'’ W.) 
That  airspace  extending  upward  from  700 
feet  above  the  surface  within  a  4-mile  radius 
of  Lake  Havasu  City  Airport,  excluding  that 
airspace  with  a  1.5-mile  radius  of 
Chemehuevi  Valley  Airport.  That  airspace 
extending  upward  from  1,200  feet  above  the 
surface  bounded  bv  a  line  beginning  at  lat. 
34‘’42'47"  N.,  long.'ll4°29'37''  W.;  to  lat. 
34°42'47''  N.,  long.  114°12'00'’  W.;  to  lat. 
34’23'54'’  N.,  long.  114°12'0(r  W.;  to  lat. 
34°18'13''  N.,  long.  114“32'12'  W.;  thence  to 
the  point  of  beginning. 

it  it  it  it  it 

Issued  in  Seattle,  Washington,  on 
November  5,  2008. 

Kathryn  Higgins, 

Acting  Manager,  Operations  Support  Group, 
Western  Service  Center. 

[FR  Doc.  E8-27277  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  71 

[Docket  No.  FA A-2008-071 6;  Airspace 
Docket  No.  08-ASW-9] 

Establishment  of  Low  Altitude  Area 
Navigation  Route  T-254;  Houston,  TX 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Final  rule. 

SUMMARY:  This  action  establishes  a  low 
altitude  Global  Positioning  System 
(GPS)/Global  Navigation  Satellite 
System  (GNSS)  area  navigation  route, 
designated  T-254,  in  the  vicinity  of  the 
Houston,  TX,  terminal  area.  This  route 
allows  for  more  efficient  utilization  of 
airspace  and  enhances  the  management 
of  aircraft  operations  in  the  vicinity  of 
Houston,  TX. 

DATES:  Effective  Date:  0901  UTC, 
January  15,  2009.  The  Director  of  the 
Federal  Register  approves  this 
incorporation  by  reference  action  under 
1  CFR  part  51,  subject  to  the  annual 
revision  of  FAA  Order  7400.9  and 
publication  of  conforming  amendments. 
FOR  FURTHER  INFORMATION  CONTACT: 
Colby  Abbott,  Airspace  and  Rules 
Group,  Office  of  System  Operations 
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Airspace  and  AIM,  Federal  Aviation 
Administration,  800  Independence 
Avenue,  SW.,  Washington,  DC  20591; 
telephone:  (202)  267-8783. 

SUPPLEMENTARY  INFORMATION: 

History 

On  July  2,  2008,  the  FAA  published 
in  the  Federal  Register  a  notice  of 
proposed  rulemaking  (NPRM)  to 
establish  T-254  in  the  vicinity  of 
Houston,  TX  (73  FR  37905).  The 
purpose  of  the  route  is  to  provide  a 
more  efficient  use  of  navigable  airspace 
for  westbound  and  eastbound  en  route 
Instrument  Flight  Rules  (IFR)  operations 
navigating  around  the  Houston  Class  B 
terminal  airspace  area.  Interested  parties 
were  invited  to  participate  in  this 
rulemaking  effort  by  submitting  written 
comments  on  the  proposal.  No 
comments  were  received. 

Area  navigation  routes  are  published 
in  paragraph  6011  of  FAA  Order 
7400. 9S,  signed  October  3,  2008,  and 
effective  October  31,  2008,  which  is 
incorporated  by  reference  in  Title  14 
Code  of  Federal  Regulations  (14  CFR) 
part  71.1.  The  area  navigation  route 
listed  in  this  document  will  be 
published  subsequently  in  the  Order. 

The  Rule 

This  action  amends  14  CFR  part  71  by 
establishing  area  navigation  route  T-254 
in  the  vicinity  of  Houston,  TX.  The  new 
route  extends  between  the  Centex,  TX, 
very  high  frequency  omnidirectional 
range/tactical  air  navigation  (VORTAC) 
aid  and  the  Lake  Charles,  LA,  VORTAC. 
T-254  enhances  aviation  safety, 
facilitates  more  efficient  use  of  the 
navigable  airspace  for  en  route  IFR 
operations  flying  westbound  and 
eastbound  in  the  vicinity  of  Houston, 

Centex.  TX  (CWK) . 

College  Station,  TX  (CLL)  . 

EAKES,  TX  . 

CREPO,  TX  . 

Lake  Charles,  LA  (LCH)  . 

***** 

Issued  in  Washington,  DC,  on  November  5, 
2008. 

Edith  V.  Parish. 

Manager,  Airspace  and  Rules  Group. 

[FR  Doc.  E8-26933  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-13-P 


TX,  and  establishes  a  published  route  to 
assist  aircraft  navigating  around  the . 
Houston  Class  B  terminal  airspace  area. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  Therefore,  this  regulation:  (1)  Is 
not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  Department  of 
Transportation  (DOT)  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
February  26,  1979);  and  (3)  does  not 
warrant  preparation  of  a  regulatory 
evaluation  as  the  anticipated  impact  is 
so  minimal.  Since  this  is  a  routine 
matter  that  will  only  affect  air  traffic 
procedures  and  air  navigation,  it  is 
certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

The  FAA’s  authority  to  issue  rules 
regarding  aviation  safety  is  found  in 
Title  49  of  the  United  States  Code. 
Subtitle  I,  Section  106  describes  the 
authority  of  the  FAA  Administrator. 
Subtitle  VII,  Aviation  Programs, 
describes  in  more  detail  the  scope  of  the 
agency’s  authority. 

This  rulemaking  is  promulgated 
under  the  authority  described  in 
Subtitle  VII,  Part  A,  Subpart  I,  Section 
40103.  Under  that  section,  the  FAA  is 
charged  with  prescribing  regulations  to 
assign  the  use  of  the  airspace  necessary 
to  ensure  the  safety  of  aircraft  and  the 
efficient  use  of  airspace.  This  regulation 
is  within  the  scope  of  that  authority  as 
it  establishes  area  navigation  route  T- 
254  in  the  vicinity  of  Houston,  TX. 


Environmental  Review 

The  FAA  has  determined  that  this 
action  is  categorically  excluded  from 
further  environmental  documentation 
according  to  FAA  Order  1050. lE, 
Environmental  Impacts:  Policies  and 
Procedures,  in  accordance  with 
paragraph  311a.  Additionally,  the 
implementation  of  this  action  will  not 
result  in  any  extraordinary 
circumstances  in  accordance  with  FAA 
Order  1050. lE  paragraph  304. 

List  of  Subjects  in  14  CFR  Part  71 

Airspace,  Incorporation  by  reference, 
Navigation  (air). 

Adoption  of  the  Amendment 

■  In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 

PART  71— DESIGNATION  OF  CLASS  A, 
B,  C,  D,  AND  E  AIRSPACE  AREAS;  AIR 
TRAFFIC  SERVICE  ROUTES;  AND 
REPORTING  POINTS 

■  1.  The  authority  citation  for  part  71 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40103,  40113, 
40120;  E.O.  10854,  24  FR  9565, 3  CFR,  1959- 
1963  Comp.,  p.  389. 

§71.1  [Amended] 

■  2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  FAA  Order  74d0.9S, 
Airspace  Designations  and  Reporting 
Points,  signed  October  3,  2008,  and 
effective  October  31,  2008,  is  amended 
as  follows: 

Paragraph  601 1  United  States  Area 
Navigation  Routes. 

***** 

T-254  Centex,  TX  to  Lake  Charles,  LA  (New) 


VORTAC  .  (Lat.  30°22'43"  N.,  long.  97°3T47"  W.) 

VORTAC  .  (Lat.  30°36T8"  N.,  long.  96°25T4''  W.) 

WP  .  (Lat.  30°33T8"  N.,  long.  95°18'29"  W.) 

WP  .  (Lat.  30°16'54"  N.,  long.  94°14'43"  VV.) 

VORTAC  .  (Lat.  30°08'28"  N.,  long.  93°06T8"  W.) 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  71 

[Docket  No.  FAA-2008-1171;  Airspace 
Docket  No.  08-AEA-25] 

RIN  2120-AA66 

Modification  of  Jet  Route  J-522  in  the 
Vicinity  of  Rochester,  NY 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Final  rule. 


summary:  This  action  modifies  the 
published  description  of  jet  route  J-522 
to  reflect  the  relocation  of  one  of  the 
navigation  aids  used  to  form  a  portion 
of  the  route. 

DATES:  Effective  Dates:  0901  UTC, 
January  15,  2009.  The  Director  of  the 
Federal  Register  approves  this 
incorporation  by  reference  action  under 
1  CFR  part  51,  subject  to  the  annual 
revision  of  FAA  Order  7400.9  and 
publication  of  conforming  amendments. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
Gallant,  Airspace  and  Rules  Group, 
Office  of  System  Operations  Airspace 
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and  AIM,  Federal  Aviation 
Administration,  800  Independence 
Avenue,  SW.,  Washington,  DC  20591; 
telephone:  (202)  267-8783. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Rochester  VORTAC,  located  at 
the  Greater  Rochester  International 
Airport,  Rochester,  NY,  is  one  of  the 
navigation  aids  used  to  form  a  point 
along  jet  route  J-522.  Due  to  airport 
construction,  the  Rochester  VORTAC  is 
being  relocated  to  another  point  on  the 
airport.  In  addition,  the  equipment  is 
being  upgraded  to  a  doppler  very  high 
frequency  omnidirectional  range/ 
distance  measuring  equipment  (VOR/ 
DME)  facility.  This  will  improve  the 
coverage  and  reliability  of  the  facility. 
Due  to  the  relocation,  the  radial  of  the 
new  Rochester  VOR/DME,  as  used  in 
the  route  description,  has  changed  by 
one  degree  from  the  currently  published 
radial. 

The  Rule 

This  action  amends  Title  14  Code  of 
Federal  Regulations  (14  CFR)  part  71  to 
make  a  minor  revision  to  the  description 
of  Jet  Route  J-522  to  change  the  radial 
based  on  the  Rochester  VOR/DME 
facility.  The  commissioning  of  the 
Rochester  VOR/DME  at  a  new  location 
on  the  airport  results  in  a  one  degree 
change  in  the  affected  radial. 

Because  this  action  is  a  minor  change 
in  the  alignment  of  the  routes  and  is 
needed  for  navigation  accuracy  and 
safety  reasons,  I  find  that  notice  and 
public  procedure  under  5  U.S.C.  553(b) 
are  impractical  and  contrary  to  the 
public  interest. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  Therefore,  this  regulation:  (1)  Is 
not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  Department  of 
Transportation  (DOT)  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
February  26,  1979);  and  (3)  does  not 
warrant  preparation  of  a  regulatory 
evaluation  as  the  anticipated  impact  is 
so  minimal.  Since  this  is  a  routine 
matter  that  will  only  affect  air  traffic 
procedures  and  air  navigation,  it  is 
certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under-the 
criteria  of  the  Regulatory  Flexibility  Act. 

The  FAA’s  authority  to  issue  rules 
regarding  aviation  safety  is  found  in 
Title  49  of  the  United  States  Code. 
Subtitle  I,  Section  106  describes  the 


authority  of  the  FAA  Administrator. 
Subtitle  VII,  Aviation  Programs, 
describes  in  more  detail  the  scope  of  the 
agency’s  authority. 

Jet  Routes  are  published  in  paragraph 
2004  of  FAA  Order  7400.9S,  effective 
October  31,  2008,  which  is  incorporated 
by  reference  in  14  CFR  71.1.  The  jet 
route  listed  in  this  document  will  be 
published  subsequently  in  the  Order. 

This  rulemaking  is  promulgated 
under  the  authority  described  in 
Subtitle  VII,  Part  A,  Subpart  I,  Section 
40103.  Under  that  section,  the  FAA  is 
charged  with  prescribing  regulations  to 
assign  the  use  of  the  airspace  necessary 
to  ensure  the  safety  of  aircraft  and  the 
efficient  use  of  airspace.  This  regulation 
is  within  the  scope  of  that  authority  as 
it  amends  a  portion  of  the  en  route 
structure. 

Environmental  Review 

The  FAA  has  determined  that  this 
action  qualifies  for  categorical  exclusion 
under  the  National  Environmental 
Policy  Act  in  accordance  with  FAA 
Order  1050.1E,  “Environmental 
Impacts:  Policies  and  Procedures,” 
paragraph  311a,  311b,  and  311k.  This 
airspace  action  is  not  expected  to  cause 
any  potentially  significant 
environmental  impacts,  and  no 
extraordinary  circumstances  exist  that 
warrant  preparation  of  an 
environmental  assessment. 

List  of  Subjects  in  14  CFR  Part  71 

Airspace,  Incorporation  by  reference. 
Navigation  (air). 

Adoption  of  the  Amendment 

■  In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 

PART  71— DESIGNATION  OF  CLASS  A, 
B.  C,  D,  AND  E  AIRSPACE  AREAS;  AIR 
TRAFFIC  SERVICE  ROUTES;  AND 
REPORTING  POINTS 

■  1.  The  authority  citation  for  part  71 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40103,  40113, 
40120:  E.O'  10854,  24  FR  9565,  3  CFR,  1959- 
1963  Comp.,  p.389_ 

§71.1  [Amended] 

■  2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  FAA  Order  7400.9S, 
Airspace  Designations  and  Reporting 
Points,  dated  October  3,  2008  and 
effective  October  31,  2008,  is  amended 
as  follows: 

Paragraph  2004  let  Routes. 

•k  it  it  It  it 


J-522  [Modified] 

From  Brainerd,  MN;  Green  Bay,  Wl; 
Traverse  City,  MI;  Au  Sable,  MI:  Toronto, 
ON,  Canada:  INT  Toronto  096°  and 
Rochester,  NY,  301°  radials;  Rochester,  NY; 
Hancock,  JvJY;  to  Kingston,  NY.  The  airspace 
within  Canada  is  excluded. 

it  it  it  it  it 

Issued  in  Washington.  DC,  on  November  7, 
2008. 

Edith  V.  Parish, 

Manager,  Airspace  and  Rules  Group. 

[FR  Doc.  E8-27154  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-ia-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  71 

[Docket  No.  FAA-2008-1091;  Airspace 
Docket  No.  08-AAL-32] 

Revision  of  Jet  Routes  and  Federal 
Airways;  Alaska 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Final  rule. 

SUMMARY:  This  action  amends  the  legal 
descriptions  of  eight  Federal  Airways 
and  one  Jet  Route  that  have  the  Saldo 
(AK)  Nondirectional  Beacon  (NDB),  AK, 
included  as  part  of  their  route  structure. 
The  NDB  name  is  being  changed  to  the 
Chinook  (AUB)  NDB.  This  action  is 
necessary  since  the  Saldo  NDB  is  no 
longer  being  used  as  an  outer  marker, 
which  requires  changing  the  two-letter 
designation  to  a  three-letter  designation. 
No  changes  are  being  made  to  the 
National  Airspace  System  routing 
structure  or  procedures. 

DATES:  Effective  Dates:  0901  UTC, 
January  15,  2009.  The  Director  of  the 
Federal  Register  approves  this 
incorporation  by  reference  action  under 
1  CFR  part  51,  subject  to  the  aimual 
revision  of  FAA  Order  7400.9  and 
publication  of  conforming  amendments. 
FOR  FURTHER  INFORMATION  CONTACT:  Ken 
McElroy,  Airspace  and  Rules  Group, 
Office  of  System  Operations  Airspace 
and  AIM,  Federal  Aviation 
Administration,  800  Independence 
Avenue,  SW.,  Washington,  DC  20591; 
telephone:  (202)  267-8783. 
SUPPLEMENTARY  INFORMATION: 

Background 

The  National  Flight  Data  Center  has 
recently  identified  the  need  to  change 
the  Saldo  NDB  name  as  it  is  no  longer 
being  used  as  an  outer  marker.  It  is 
currently  identified  with  the  two-letter 
identifier  “AK”.  The  new  name  will  be 
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Chinook,  with  the  three-letter  identifier 
“AUB”.  There  are  eight  Jet  Routes  and 
Federal  Airways  attached  to  this  NDB. 
They  are  J-606,  B-27,  G-8,  G-12,  R-1, 
R-99,  V-619  and  T-230.  The  Federal 
Airways  are  further  delineated  as 
Colored,  VOR,  and  Area  Navigation 
Routes.  No  changes  to  routing  or 
procedures  are  taking  place. 

Accordingly,  since  this  action  merely 
involves  a  change  in  the  legal 
description  of  the  NDB,  and  does  not 
involve  a  change  in  dimensions  or 
operating  requirements  of  the  airspace, 
notice  and  public  procedures  under  5 
U.S.C.  553  (b)  are  unnecessary. 

Jet  Routes  are  listed  in  paragraph 
2004,  Colored  Federal  Airways  are 
listed  in  paragraph  6009,  VOR  Federal 
Airways  are  listed  in  paragraph  6010, 
and  United  States  Area  Navigation 
Routes  are  listed  in  paragraph  6011  of 
FAA  Order  7400.9S,  signed  October  3, 
2008,  and  effective  October  31,  2008, 
which  is  incorporated  by  reference  in  14 
CFR  71.1.  The  airways  listed  in  this 
document  will  be  revised  subsequently 
in  the  Order. 

The  Rule 

This  action  amends  Title  14  Code  of 
Federal  Regulations  (14  CFR)  part  71  by 
modifying  Jet  Route  J-606,  Federal 
Airways  B-27,  G-8,  G-12,  R-1,  R-99, 
V-619,  and  U.S.  Area  Navigation  Route 
T-230,  by  changing  the  name  of  the 
Saldo  NDB  to  Chinook  (AUB)  NDB. 

The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  keep  them  operationally 
current.  Therefore,  this  regulation:  (1)  Is 
not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  Department  of 
Transportation  (DOT)  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
February  26, 1979);  and  (3)  does  not 
warrant  preparation  of  a  regulatory 
evaluation  as  the  anticipated  impact  is 
so  minimal.  Since  this  is  a  routine 
matter  that  will  only  affect  air  traffic 
procedures  and  air  navigation,  it  is 
certified  that  this  rule,  when 
promulgated,  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

The  FAA’s  authority  to  issue  rules 
regarding  aviation  safety  is  found  in 
Title  49  of  the  United  States  Code. 
Subtitle  I,  Section  106  describes  the 
authority  of  the  FAA  Admiiustrator. 
Subtitle  VII,  Aviation  Programs, 
describes  in  more  detail  the  scope  of  the 
agency’s  authority. 

This  rulemaking  is  promulgated 
under  the  authority  described  in 


Subtitle  VII,  Part  A,  Subpart  I,  Section 
40103.  Under  that  section,  the  FAA  is 
charged  with  prescribing  regulations  to 
assign  the  use  of  the  airspace  necessary 
to  ensure  the  safety  of  aircraft  and  the 
efficient  use  of  airspace.  This  regulation 
is  within  the  scope  of  that  authority  as 
it  revises  Jet  Routes  and  Federal 
Airways  in  Alaska. 

Environmental  Review 

The  FAA  has  determined  that  this 
action  qualifies  for  categorical  exclusion 
under  the  National  Environmental 
Policy  Act  in  accordance  with  FAA 
Order  1050. lE,  “Environmental 
Impacts:  Policies  and  Procedures,” 
paragraph  311a.  This  airspace  action  is 
not  expected  to  cause  any  potentially 
significant  environmental  impacts,  and 
no  extraordinary  circumstances  exist 
that  warrant  preparation  of  an 
environmental  assessment. 

List  of  Subjects  in  14  CFR  Part  71 

Airspace,  Incorporation  by  reference. 
Navigation  (air). 

Adoption  of  the  Amendment 

■  In  consideration  of  the  foregoing,  the 
Federal  Aviation  Administration 
amends  14  CFR  part  71  as  follows: 

PART  71— DESIGNATION  OF  CLASS  A, 
B,  C,  D,  AND  E  AIRSPACE  AREAS;  AIR 
TRAFFIC  SERVICE  ROUTES;  AND 
REPORTING  POINTS 

■  1.  The  authority  citation  for  part  71 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40103,  40113, 
40120;  E.O.  10854,  24  FR  9565,  3  CFR,  1959- 
1963  Comp.,  p.  389. 

§71.1  [Amended] 

■  2.  The  incorporation  by  reference  in 
14  CFR  71.1  of  FAA  Order  7400.9S, 
Airspace  Designations  and  Reporting 
Points,  signed  October  3,  2008,  and 
effective  October  31,  2008,  is  amended 
as  follows: 

Paragraph  2004  Jet  Routes. 

*  *  *  ★  * 

1-606  [Revised] 

From  St.  Paul  Island,  AK,  NDB;  to  INT 
Cape  Newenham,  AK,  NDB,  131“  and 
Chinook,  AK,  NDB  262°  radials;  to  Chinook, 
AK,  NDB. 

***** 

Paragraph  6009  (a)  Green  Federat  airways. 
***** 

G-8  [Revised] 

From  Shemya,  AK,  NDB,  20  ACL;  Mount 
Moffet,  AK,  NDB,  20  ACL;  Dutch  Harbor,  AK, 
NDB,  20  AGL;  INT  Dutch  Harbor,  AK,  NDB 
041°  and  Elfee,  AK,  NDB  253°  bearings,  20 
AGL;  Elfee,  AK,  NDB,  20  AGL;  Chinook,  AK, 


NDB;  INT  Chinook,  AK,  NDB  054°  and 
Kachemak,  AK,  NDB  269°  bearings;  to 
Kachemak,  AK,  NDB. 
*****. 

G-12  [Revised] 

From  Chinook,  AK,  NDB,  20  AGL;  Port 
Heiden,  AK,  NDB,  20  AGL;  Borland,  AK, 
NDB;  20  AGL;  to  Elfee,  AK,  NDB. 
***** 

Paragraph  6009(b)  Red  Federal  airways. 

*  *  *  *  *  " 

R-1  [Revised] 

From  St.  Paul  Island,  AK,  NDB,  20  AGL; 
INT  Chinook,  AK,  NDB  262°  and  Cape 
Newenham,  AK,  NDB  131°  bearings;  to 
Chinook.  AK,  NDB. 

***** 

R-99  [Revised] 

From  St.  Paul  Island,  AK,  NDB,  20  AGL; 
Dutch  Harbor,  AK,  NDB,  20  AGL;  Chinook, 
AK,  NDB,  20  AGL:  Iliamna,  AK,  NDB;  INT 
Iliamna,  AK,  NDB  124°  and  Kachemak,  AK, 
NDB  269°  bearings;  to  Kachemak,  AK,  NDB. 
***** 

Paragraph  6009(d)  Rlue  Federal  airways. 
***** 

B-27  [Revised] 

From  Woody  Island,  AK,  NDB,  50  miles  12 
AGL,  50  miles  95  MSL,  53  miles  12  AGL; 
Chinook,  AK,  NDB,  51  miles  12  AGL,  84 
miles  70  MSL,  63  miles  12  AGL;  Oscarville, 
AK,  NDB;  St.  Marys,  AK,  NDB;  Fort  Davis, 
AK,  NDB,  35  miles  12  AGL,  71  miles  55  MSL, 
54  miles  12  AGL;  to  Hotham,  AK,  NDB. 
***** 

Paragraph  6010(b)  Alaskan  VOR  Federal 
airways. 

***** 

V-619  [Revised] 

From  Port  Heiden,  AK,  NDB/DME;  via  the 
INT  of  Port  Heiden,  AK,  NDB/DME  044°  and 
Chinook,  AK,  NDB  200°  hearings;  Chinook, 
AK,  NDB;  Dillingham.  AK,  VOR/DME  099° 
radial/47  DME;  to  Dillingham,  AK,  VOR/ 
DME. 

***** 

Paragraph  601 1  United  States  Area 
Navigation  Routes. 

***** 

T-230  [Revised] 

SPY  .  NDB/  (Lat.  57°09'28"  N.,  long. 

DME.  170°13'51''  W.) 

AUB  ....  NDB  ....  (Lat.  58°44'14''  N.,  long. 

156°46'40'' W.) 
***** 

Issued  in  Washington,  DC,  on  November  6, 
2008. 

Edith  V.  Parish. 

Manager,  Airspace  and  Rules  Group. 

[FR  Doc.  E8-26941  Filed  11-17-08:  8:45  am] 
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DEPARTMENT  OF  COMMERCE 

Bureau  of  Industry  and  Security 

15  CFR  Parts  736,  740,  742,  744,  748, 
752,  760,  and  772 

[Docket  No.  080220216-81424-03] 

RIN  0694-AD59 

Conforming  Changes  to  Certain  End- 
User/End-Use  Based  Controls  in  the 
EAR;  Clarification  of  the  Term 
“Transfer”  and  Related  Terms  as  Used 
in  the  EAR 

AGENCY:  Bureau  of  Industry  and 
Security,  Commerce. 

ACTION:  Final  rule. 

SUMMARY:  In  this  final  rule,  the  Bureau 
of  Industry  and  Security  (BIS)  is 
amending  the  Export  Administration 
Regulations  (EAR)  by  making 
conforming  changes  in  certain  end-user/ 
end-use  controls  in  the  EAR  to  ensure 
that  the  terminology  used  to  describe 
each  type  of  end-user/end-use  control  is 
consistent,  to  the  fullest  extent  possible, 
with  the  terminology  in  other  such 
controls  in  the  EAR.  The  amendments 
in  this  rule  clarify  that  a  party  cannot 
proceed  with  an  export,  reexport,  or 
transfer  (in-country)  that  is  in  transit  at 
the  time  the  party  is  informed  by  BIS 
that  a  license  is  required  (in  accordance 
with  certain  end-user/end-use  controls 
in  the  EAR),  unless  that  party  first 
obtains  a  license  from  BIS  authorizing 
the  completion  of  the  transaction.  These 
changes  are  intended  to  enhance  the 
ability  of  BIS  to  stop  items  subject  to  the 
EAR,  including  items  not  on  the 
Commerce  Control  List,  from  being 
exported,  reexported  or  transferred  (in¬ 
country)  when  there  is  an  unacceptable 
risk  that  such  items  will  be  used  in,  or 
diverted  to,  any  of  the  proliferation 
activities  specified  in  certain  sections  of 
the  EAR.  This  rule  also  amends  the  EAR 
by  revising  the  definition  of  the  term 
“transfer”  and  certain  related  terms,  to 
provide  greater  clarity  regarding  these 
provisions.  BIS  published  these 
amendments  in  proposed  form  in  the 
Federal  Register  with  a  request  for 
comments. 

DATES:  This  rule  is  effective:  November 
18,  2008. 

ADDRESSES:  Written  comments  on  this 
rule  may  be  sent  to  the  Federal  Register 
eRulemaking  Portal:  http:// 
n'lvw.regulations.gov,  or  by  e-mail  to 
publiccomments@bis.doc.gov.  Include 
RIN  0694-AD59  in  the  subject  line  of 
the  message.  Comments  may  be 
submitted  by  mail  or  hand  delivery  to 
Timothy  Mooney,  Office  of  Exporter 
Services,  Regulatory  Policy  Division, 


Bureau  of  Industry  and  Security,  U.S. 
Department  of  Commerce,  14th  St.  & 
Pennsylvania  Avenue,  NW.,  Room 
H2705,  Washington,  DC  20230,  Attn: 

RIN  0694-AD59:  or  by  fax  to  (202)  482- 
3355. 

Send  comments  regarding  the 
collection  of  information  to  Jasmeet 
Seehra,  Office  of  Management  and 
Budget  (OMB),  by  e-mail  to 
jseehra@omb.eop.gov,  or  by  fax  to  (202) 
395-7285;  and  to  the  Regulatory  Policy 
Division,  Bureau  of  Industry  and 
Security,  U.S.  Department  of  Commerce, 
14th  St.  &  Pennsylvania  Avenue,  NW., 
Room  H2705,  Washington,  DC  20230. 
FOR  FURTHER  INFORMATION  CONTACT: 
Timothy  Mooney,  Office  of  Exporter 
Services,  Bureau  of  Industry  and 
Security,  U.S.  Department  of  Commerce; 
by  telephone:  (202)  482-2440;  or  by  fax: 
202-482-3355. 

SUPPLEMENTARY  INFORMATION: 

Background 

Conforming  Changes  to  Certain  End- 
User/End-Use  Based  Controls  in  the 
EAR 

Part  744  of  the  EAR  deals  with  the 
end-user  and  end-use  based  control 
policy  under  the  EAR.  Section  744.3 
prohibits  exports,  reexports  and 
transfers  (in-country)  of  items  subject  to 
the  EAR  to  certain  missile-related  end- 
uses.  Section  744.4  prohibits  exports, 
reexports  and  transfers  (in-country)  of 
items  subject  to  the  EAR  to  certain 
chemical  and  biological  proliferation 
activities.  Section  744.6  prohibits 
certain  activities  by  U.S.  persons  in 
support  of  certain  nuclear,  missile, 
chemical,  or  biological  end-uses. 

Section  744.2  prohibits  exports  and 
reexports  of  items  subject  to  the  EAR  to 
certain  nuclear  proliferation  activities. 
This  rule  adds  transfer  (in-country)  to 
the  scope  of  the  prohibition  set  forth  in 
§  744.2  to  en.sure  that  the  language  in 
that  section  conforms  with  the  language 
in  §§  744.3,  744.4  and  744.6. 

Within  each  of  these  sections  of  part 
744,  there  is  a  paragraph  (b)  that 
includes  “is  informed”  provisions  that 
set  out  the  requirements  of  what  persons 
need  to  do  once  they  are  informed  by 
BIS  that  their  transactions  would  be 
subject  to  the  prohibitions  set  forth  in 
§§  744.2,  744.3,  744.4  or  744.6.  Prior  to 
publication  of  this  rule,  there  were 
minor  differences  in  the  terminology 
used  to  describe  the  end-user/end-use 
controls  in  each  of  these  sections.  This 
rule  amends  the  end-user/end-use 
controls  in  these  sections  of  part  744  to 
ensure  that  the  terminology  used  in  any 
one  of  these  sections  conforms,  to  the 
fullest  extent  possible,  with  the 
terminology  used  in  the  other  sections. 


These  changes  are  intended  to  make  the 
end-user/end-use  controls  in  part  744  of 
the  EAR  more  consistent  as  well  as 
transparent,  so  that  members  of  the 
public  can  more  clearly  understand 
their  obligations  under  the  EAR. 

In  addition,  this  rule  adds  new 
provisions  to  §  744.1  to  clarify  that  a 
party  cannot  proceed  with  an  export, 
reexport,  or  transfer  (in-country)  that  is 
in  transit  at  the  time  the  party  is 
informed  by  BIS  that  a  license  is 
required  (in  accordance  with  the  end- 
user/end-use  controls  in  §§  744.2,  744.3, 
744.4  or  744.6  of  the  EAR),  unless  that 
party  first  obtains  a  license  from  BIS 
authorizing  the  completion  of  the 
transaction.  This  rule  clarifies  that  once 
a  person  “is  informed”  by  BIS  that  a 
transaction  is  subject  to  one  of  the 
prohibitions  in  §§  744.2,  744.3,  744.4  or 
744.6,  a  person  would  be  required  to 
apply  for  authorization  from  BIS  before 
proceeding  with  the  transaction.  This 
rule  further  amends  the  EAR  to  clearly 
explain  the  steps  a  person  must  take  if 
an  item  included  in  such  a  transaction 
is  already  in  transit  when  a  person  “is 
informed”  by  BIS. 

These  changes  to  part  744  are 
intended  to  enhance  the  ability  of  BIS 
to  stop  items  subject  to  the  EAR, 
including  items  not  on  the  Commerce 
Control  List,  from  being  exported, 
reexported  or  transferred  (in-country) 
when  there  is  an  unacceptable  risk  that 
such  items  will  be  used  in,  or  diverted 
to,  any  of  the  proliferation  activities 
specified  in  §§  744.2,  744.3,  744.4  and 
744.6  of  the  EAR. 

This  clarific^ation  is  consistent  with 
UN  Security  Council  Resolution  1540 
(2004),  which  includes  binding 
obligations  on  all  UN  Member  States  to 
prevent  the  proliferation  of  nuclear, 
chemical,  or  biological  weapons  and 
their  means  of  delivery,  including  by 
establishing  appropriate  controls  over 
related  materials.  UNSCR  1540 
stipulates  that  States  are  to  establish, 
develop,  review  and  maintain 
appropriate  effective  national  export 
and  transshipment  controls  over  such 
items,  including  appropriate  laws  and 
regulations  to  control  export,  transit, 
transshipment  and  reexport:  and  to 
establish  and  enforce  appropriate 
criminal  or  civil  penalties  for  violations 
of  such  export  control  laws  and 
regulations. 

Through  this  clarification,  the  United 
States  is  continuing  to  carry  out  its 
commitment  to  the  Proliferation 
Security  Initiative  (PSI)  Statement  of 
Interdiction  Principles,  which  states 
that  PSI  partners  will  work  to  strengthen 
their  relevant  national  legal  authorities 
where  necessary  and  not  to  allow  any 
persons  subject  to  their  jurisdiction  to 
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transport  or  assist  in  the  transport  of  any 
cargoes  of  weapons  of  mass  destruction 
(WMD),  their  delivery  systems,  or 
related  materials  to  or  from  states  or 
non-state  actors  of  proliferation  concern. 
The  PSI  is  a  global  effort  that  aims  to 
stop  shipments  of  WMD,  their  delivery 
systems,  and  related  materials  flowing 
to  or  from  states  or  non-state  actors  of 
proliferation  concern.  Announced  by 
President  Bush  on  May  31,  2003,  the  PSI 
stems  from  the  National  Strategy  to 
Combat  Weapons  of  Mass  Destruction 
issued  in  December  2002.  That  strategy 
recognizes  the  need  for  more  robust 
tools  to  defeat  the  proliferation  of  WMD 
around  the  world,  and  specifically 
identifies  interdiction  as  ^  area  where 
greater  focus  will  be  placed.  The  PSI  is 
a  set  of  activities,  not  a  formal  treaty- 
based  organization,  that  focuses  on 
establishing  greater  coordination  among 
its  partner  states  when  a  particular  • 
action  is  needed. 

This  rule  makes  the  following  specific 
revisions  to  the  EAR: 

1.  In  §  744.1  (General  Provisions),  this 
rule  amends  paragraph 

(a) (l)(Introduction),  by  adding  “transfer 
(in-countr\')”  to  specify  clearly  that  the 
prohibitions  in  §§  744.2,  744.3,  744.4 
and  744.6  also  apply  to  such  scenarios. 
This  rule  also  amends  paragraph  (b)(2) 
(Determine  Applicability),  by  adding  a 
sentence  at  the  end  of  that  paragraph 
that  states  “For  exports,  reexports  or 
transfers  (in-country)  that  are  in  transit 
at  the  time  you  are  informed  by  BIS  that 
a  license  is  required  in  accordance  with 
§§  744.2(b),  744.3(b),  744.4(b)  or 
744.6(b)  of  the  EAR,  you  may  not 
proceed  any  further  with  the 
transaction,  unless  you  first  obtain  a 
license  from  BIS  (see  part  748  of  the 
EAR  for  instructions  on  how  to  apply 
for  a  license).”  This  rule  also  amends 
paragraph  (a)(1)  by  adding  “transfer  (in¬ 
country)”  to  specify  clearly  that  the 
prohibition  specified  in  §  744.5 
(Restrictions  on  Certain  Maritime 
Nuclear  Propulsion  End-Uses)  also 
applies  to  such  scenarios. 

2.  In  §  744.2  (Restrictions  on  Certain 
Nuclear  End-Uses),  this  rule  amends 
paragraph  (a)  (General  Prohibition)  by 
clarifying  that  this  prohibition  in  §  744.2 
also  applies  to  transfers  (in-country)  to 
conform  with  the  language  used  in 

§§  744.3,  744.4  and  744.6.  In  paragraph 

(b)  (Additional  Prohibition),  this  rule 
amends  the  heading  to  clarify  that  this 
paragraph  applies  an  additional 
prohibition  “on  persons  informed  by 
BIS”.  Also  in  paragraph  (b),  this  rule 
amends  the  “is  informed”  provisions  to 
conform  with  the  “is  informed” 
provisions  in  §§  744.3,  744.4  and  744.6. 
Specifically,  the  rule  removes  the 
phrase  “exporters  or  reexporters”. 


replaces  it  with  the  term  “persons”  in 
three  locations,  and  adds  the  phrase 
“transfer  (in-country)”  to  clarify  that 
this  prohibition  also  applies  to  transfers 
(in-country).  Also  in  paragraph  (b),  this 
rule  adds  the  phrase  “or  for  the  export, 
reexport,  or  transfer  (in-country)”  before 
the  phrase  “of  specified  items”  in  the 
first  sentence,  among  other  minor 
changes,  to  conform  with  §§  744.3, 

744.4  and  744.6. 

3.  In  §  744.3  (Restrictions  on  Certain 
Rocket  Systems  (Including  Ballistic 
Missile  Systems  And  Space  Launch 
Vehicles  And  Sounding  Rockets)  and 
Unmanned  Air  Vehicles  (Including 
Cruise  Missile  Systems,  Target  Drones 
And  Reconnaissance  Drones)  End-Uses), 
this  rule  amends  paragraph  (a)  (General 
Prohibition)  by  inserting  the  word 
“that”  after  the  phrase,  “*  *  *  or 
transfer  you  know”  and  b^jT  deleting  the 
word  “the”  in  the  phrase  “at  the  time 

of  export”  to  conform  with  §§  744.2, 

744.4  and  744.6.  In  paragraph  (b) 
f  Additional  Prohibition),  this  rule 
amends  the  heading  to  clarify  that  this 
paragraph  applies  an  additional 
prohibition  “on  persons  informed  by 
BIS”.  Also  in  paragraph  (b),  this  rule 
amends  the  “is  informed”  provisions  by 
adding  the  word  “persons”  in  two 
locations,  by  adding  the  phrase  “(in¬ 
country)”  after  the  word  transfer  and  by 
adding  the  phrase  “or  for  the  export, 
reexport,  or  transfer  (in-country)”  before 
the  phrase  “of  specified  items”  in  the 
first  sentence,  among  other  minor 
changes,  to  conform  with  §§  744.2, 

744.4  and  744.6. 

4.  In  §  744.6  (Restrictions  on  Certain 
Activities  of  U.S.  Persons),  this  rule 
amends  paragraph  (a)  (General 
Prohibition)  to  conform  with  §§  744.2, 
744.3  and  744.4  by  adding  the  phrase 
“(in-country)”  after  the  word  “transfer” 
in  paragraphs  (a)(l)(i)  and  (a)(l)(ii)  and 
in  paragraph  (a)(3)  to  clarify  that  this 
prohibition  in  §  744.6  also  applies  to 
transfers  (in-country).  In  paragraph  (b) 
(Additional  Prohibitions  on  U.S. 
persons  informed  by  BIS)  this  rule 
updates  the  “is  informed”  provisions  to 
conform  with  §§  744.2,  744.3  and  744.4; 
specifically  by  adding  the  phrase  “by 
specific  notice”  after  the  word 
“individually”  in  the  first  sentence  and 
by  removing  the  term  “exporter”  and 
replacing  it  with  the  term  “U.S. 
persons”  in  the  last  sentence. 

5.  In  §  744.5  (Restrictions  on  Certain 
Maritime  Nuclear  Propulsion  End-Uses), 
this  rule  amends  paragraph  (a)  (General 
Prohibition)  by  clarifying  that  this 
prohibition  in  §  744.5  also  applies  to 
transfers  (in-country).  With  this  final 
rule,  this  paragraph  (a)  prohibits  the 
exports,  reexports,  and  transfers  (in¬ 
country)  of  items  subject  to  the  EAR  to 


defined  nuclear  maritime  end-uses  in 
§744.5. 

Revisions  to  Definitions  of  Transfer  and 
Related  Terms 

In  §  772.1  (Definitions  of  Terms  as 
Used  in  the  Export  Administration 
Regulations),  this  rule  revises  the  term 
“transfer”  to  clarify  that  the  term  merely 
refers  to  a  conveyance  of  items.  This 
rule  further  clarifies  the  definition  by 
including  the  definition  of  “in-country 
transfer/transfer  (in-country)”  as  an 
ancillary  definition  to  the  term 
“transfer”,  referring  to  the  conveyance 
of  items  within  a  single  foreign  country. 
These  revisions  will  provide  greater 
clarity  regarding  the  meaning  of  these 
defined  terms  under  the  EAR.  In  a  note 
at  the  end  of  these  definitions,  this  rule 
adds  cross  references  to  §§  750.7(c) 
(Changes  to  a  license)  and  764.2(e) 
(Acting  with  knowledge  of  a  violation). 
The  term  “transfer”  may  also  be 
included  on  licenses  issued  by  BIS.  In 
that  regard,  these  cross  references  are  a 
reminder  to  persons  involved  with 
items  authorized  by  a  BIS  license  that 
changes  that  can  be  made  to  a  BIS 
license  are  the  non-material  changes  - 
described  in  §  750.7(c).  In  addition, 
persons  should  be  aware  that  any 
person  that  knowingly  makes  a  material 
change  to  a  BIS  license  without  proper 
authorization  would  violate  §  764.2(e)  of 
the  EAR. 

This  rule  also  corrects  several  places 
in  the  EAR  where  the  term  “transfer”  is 
used,  but  the  intended  meaning  is 
“transfer  (in-country)”  or  “in-country 
transfer”.  Specifically,  references  to  the 
term  “transfer”  in  §  736.2,  General 
Order  No.  2  to  Supp.  No.  1  to  part  736, 
§§740.5,  740.7,  740.9,  740.11,  744.3, 
744.4,  744.6,  Supp.  No.  2  to  part  748, 

§§  752.5,  752.8,  752.16,  and  Supplement 
No.  3  to  part  752  are  clarified  with  this 
rule.  This  rule  also  clarifies  that  the 
term  “retransfer”  means  “in-country 
transfer”  by  replacing  the  term 
“retransfer”  with  the  term  “transfer  (in¬ 
country)”  in  §§  740.11,  740.17,  742.15, 

752.5  and  Supp.  No.  3  to  part  752.  This 
rule  also  removes  one  outdated 
reference  to  “re-transfer”  in  Supp.  No. 

5  to  part  742  because  it  is  not  needed. 
This  rule  also  clarifies  that  the  terms 
“transferred”  and  “transfer”,  in  the 
context  of  §§  760.1  and  760.3,  mean 
“assigned  to”  and  “assignment”, 
respectively. 

Comments  and  Responses 

BIS  received  one  public  comment, 
which  addressed  four  aspects  of  the 
proposed  rule.  A  summary  of  this  public 
comment  and  BIS  responses  appear 
below. 
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Comment  1:  Transfer  Provisions  Under 
the  Ear  Should  Be  Removed  or  at  Least 
Limited  to  “U.S.  Person”  Activities 
Under  §  744.6 

The  proposed  changes  to  part  744 
were  intended  to  make  certain 
conforming  changes  to  certain  end-user 
and  end/use  based  controls  under  the 
EAR.  The  public  comment  to  make 
§  744.2  conform  with  §§  744.3  and  744.4 
by  removing  the  transfer  (in-country) 
prohibition  from  these  other  end-use 
controls  would  be  contrary  to  U.S. 
export  control  interests.  Adopting  this 
public  comment  for  making  the  end-use 
controls  under  part  744  conform  in  this 
way  would  make  it  be  permissible 
under  the  EAR  for  foreign  nationals  to 
“knowingly”  transfer  (in-country)  items 
that  are  subject  to  the  EAR  to  prohibited 
end-users  that  are  involved  in 
prohibited  missile  technology  or 
chemical  and  biological  end-uses. 

BIS  tries  as  much  as  possible  to 
narrow  controls  under  the  EAR, 
especially  those  that  have 
extraterritorial  reach,  to  those  controls 
that  are  most  critical  to  protecting  U.S. 
export  control  interests.  The  end-use 
controls  in  part  744,  especially  those 
under  §§  744.2,  744.3,  744.4  and  744.6 
are  critical  to  protecting  U.S.  non¬ 
proliferation  control  interests.  By 
making  this  conforming  change  to 
§  744.2,  along  with  the  other  conforming 
changes  to  certain  end-use  controls  in 
part  744,  BIS  is  taking  a  positive  step  to 
enhance  U.S.  national  security  by 
helping  to  better  ensure  that  items 
subject  to  the  EAR  are  not  being 
“knowingly”  supplied  to  persons 
involved  in  certain  prohibited  nuclear 
end-uses. 

Comment  2:  Transfer  Provisions  Under 
the  EAR  Are  Extraterritorial 

Given  that  the  EAR  controls  “items” 
that  are  subject  to  the  EAR  no  matter 
where  they  are  located  in  the  world,  by 
its  inherent  nature  the  EAR  is 
extraterritorial  in  its  reach.  In  some 
cases,  EAR  restrictions  extend  to 
“items”  that  are  subject  to  the  EAR  that 
are  located  within  a  foreign  country, 
such  as  the  provisions  dealing  with 
transfers  (in-country).  Another  example 
of  the  extraterritorial  reach  of  the  EAR 
would  be  when  an  “item”  that  is  subject 
to  the  EAR  is  located  in  a  foreign 
country,  but  was  illegally  exported  to 
that  foreign  country.  Under  §  764.2(e)  a 
person  that  had  “knowledge”  of  that 
violation  would  be  prohibited  from 
being  involved  with  that  “item”  that 
was  subject  to  the  EAR  that  was 
involved  with  a  violation  of  the  EAR. 
This  would  extend  to  certain  activities, 
such  as  servicing  that  “item”  that  was 


subject  to  the  EAR  that  was  involved  in 
a  violation  of  the  EAR. 

The  jurisdiction  of  the  EAR  follows 
the  “item”  that  is  subject  to  the  EAR.  In 
certain  limited  cases,  the  jurisdictional 
reach  of  the  EAR  extends  even  further, ' 
such  as  the  end-use  control  under 
§  744.6.  However,  because  these  end-use 
controls  extend  beyond  “items”  that  are 
subject  to  the  EAR  (e.g.,  applying  to 
certain  foreign  origin  items  and  certain 
activities),  these  end-use  controls  are 
only  applicable  to  “U.S.  persons”.  In 
these  cases  the  EAR  jurisdiction  is  being 
asserted  over  the  “U.S.  person”  which 
allows  for  a  broader  EAR  jurisdiction  to 
apply.  Any  other  extraterritorial 
application  of  the  EAR  will  always  be 
tied  to  an  “item”  that  is  subject  to  the 
EAR.  The  end-use  controls  in  part  744, 
especially  those  end-use  controls  under 
§§  744.2,  744.3,  744.4  and  744.6  are 
broad  in  scope  given  that  they  apply  to 
all  items  that  are  subject  to  the  EAR. 
However,  each  of  these  end-use  controls 
is  targeted  by  including  a  required 
“knowledge”  element  to  trigger  the  end- 
use  control.  For  the  end-use  control  in 
§  744.2,  this  control  is  further  targeted 
by  carving  out  countries  that  are  listed 
in  Supplement  No.  3  to  Part  744  and  by 
specifying  the  types  of  nuclear  end-uses 
that  are  of  concern  to  the  U.S. 
Government  under  §  744.2. 

Lastly,  BIS  would  note  that  no  foreign 
governments  submitted  public 
comments  regarding  this  proposed  rule. 
Also  when  the  transfer  (in-country) 
provisions  were  added  to  §§  744.3  and 
744.4,  other  governments  around  the 
world  did  not  voice  complaints  to  BIS. 
In  contrast,  since  that  time,  various 
countries  around  the  world  have 
increasingly  worked  with  the  USG  in 
various  international  forums,  such  as 
the  Proliferation  Security  Initiative  (PSI) 
to  help  stem  the  flow  of  WMDs  and 
many  countries  have  adopted  additional 
restrictions  within  their  own  export 
control  systems  to  help  stem  the 
proliferation  of  WMDs. 

Comment  3:  Transfer  Provisions  Under 
the  EAR  Are  Not  Enforceable 

BIS  actively  works  with  other 
countries  to  help  enforce  the  EAR, 
including  transfer  provisions  under  the 
EAR.  For  example,  as  part  of  BIS’s 
international  efforts  to  achieve  its 
enforcement  mission,  BIS  sends 
experienced  Department  of  Gommerce 
Special  Agents  overseas  as  Export 
Control  Officers  (ECOs)  at  key  U.S. 
embassies  in  Beijing,  China:  Hong  Kong: 
Abu  Dhabi,  UAE:  New  Delhi,  India:  and 
Moscow,  Russia.  The  principal  mission 
of  the  ECOs  is  to  ensure  that  U.S.  dual- 
use  goods  entering  their  region  are  used 
in  accordance  with  U.S.  export  control 


laws  and  regulations.  Compliance 
verification  is  accomplished  through 
targeted  end-use  checks  and  by  working 
with  host  governments  and  local 
businesses  to  ensure  that  they 
understand  and  comply  with  U.S. 
export  laws  and  regulations,  including 
any  applicable  transfer  provisions  under 
the  EAR.  ECOs  also  work  with  host 
governments  and  local  businesses  to 
provide  information  and  appropriate 
training  to  facilitate  better 
understanding  of  the  EAR- 

Comment  4:  Guidance  on  Not 
Proceeding  With  an  In-Transit 
Transaction  at  the  Time  You  Are 
Informed  by  BIS  Is  Not  Needed 

The  public  comment  noted  that  the 
proposed  addition  to  §  744.1(b)(2)  on 
not  proceeding  with  an  in-transit 
transaction  at  the  time  you  are  informed 
by  BIS  that  a  license  is  required  is 
unnecessary  and  undesirable  because 
the  point  is  already  covered  more 
clearly  in  §  758.8(b). 

BIS  believes  that  this  provision  will 
provide  a  mechanism  by  which  a  party 
can  apply  for  authorization  to  continue 
a  transaction  once  they  have  been 
informed  by  BIS  of  such  risk,  as 
described  in  the  license  requirements  in 
§§  744.2,  744.3,  744.4  or  744.6,  after  the 
“export”  has  taken  place  (i.e.,  left  the 
territory).  This  provision  is  needed 
given  the  restrictions  in  §  748.4(d)(2). 
Section  758.8(b)  does  not  provide  clear 
guidance  regarding  whether  a  party 
could  apply  for  a  license  once  they  are 
informed  under  the  provisions  of 
§§  744.2,  744.3,  744.4  and  744.6. 

Changes  From  the  Proposed  Rule 

After  considering  the  one  public 
comment  received,  BIS  is  implementing 
the  proposed  rule  as  was  proposed 
without  making  any  additional  changes. 

Savings  Clause 

Shipments  of  items  removed  from 
eligibility  for  a  License  Exception  or 
export  or  reexport  without  a  license 
(NLR)  as  a  result  of  this  regulatory 
action  that  were  on  dock  for  loading,  on 
lighter,  laden  aboard  an  exporting  or 
reexporting  carrier,  or  en  route  aboard  a 
carrier  to  a  port  of  export  or  reexport,  on 
November  18,  2008  pursuant  to  actual 
orders  for  export  or  reexport  to  a  foreign 
destination,  may  proceed  to  that 
destination  under  the  previous 
eligibility  for  a  License  Exception  or 
export  or  reexport  without  a  license 
(NLR)  so  long  as  they  are  exported  or 
reexported  before  December  18,  2008. 
Any  such  items  not  actually  exported  or 
reexported  before  midnight,  on 
December  18,  2008,  require  a  license  in 
accordance  with  this  rule. 
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Although  the  Export  Administration 
Act  expired  on  August  20,  2001,  the 
President,  through  Executive  Order 
13222  of  August  17,  2001,  3  CFR,  2001 
Comp.,  p.  783  (2002),  as  extended  by  the 
Notice  of  July  23,  2008,  73  FR  43603 
(July  25,  2008),  has  continued  the 
Export  Administration  Regulations  in 
effect  under  the  International 
Emergency  Economic  Powers  Act. 

Rulemaking  Requirements 

1.  This  final  rule  has  been  determined 
to  be  not  significant  for  purposes  of  E.O. 
12866. 

2.  Notwithstanding  any  other 
provision  of  law,  no  person  is  required 
to  respond  to,  nor  shall  any  person  be 
subject  to  a  penalty  for  failure  to  comply 
with  a  collection  of  information,  subject 
to  the  requirements  of  the  Paperwork 
Reduction  Act,  unless  that  collection  of 
information  displays  a  currently  valid 
Office  of  Management  and  Budget 
Control  Number.  This  final  rule 
involves  a  collection  of  information 
subject  to  the  Paperwork  Reduction  Act 
of  1980  (44  U.S.C.  3501  et  seq.).  This 
collection  has  been  approved  by  the 
Office  of  Management  and  Budget  under 
control  number  0694-0088,  “Multi- 
Purpose  Application,”  which  ceirries  a 
burden  hour  estimate  of  58  minutes  for 
a  manual  or  electronic  submission.  This 
final  rule  is  expected  to  have  a  minimal 
increase  on  the  total  number  of  license 
applications  submitted  to  BIS.  Send 
comments  regarding  these  burden 
estimates  or  any  other  aspect  of  these 
collections  of  information,  including 
suggestions  for  reducing  the  burden,  to 
Jasmeet  Seehra,  Office  of  Management 
and  Budget  (OMB),  and  to  the 
Regulatory  Policy  Division,  Bureau  of 
Industry  and  Security  as  indicated  in 
the  ADDRESSES  section  of  this  rule. 

3.  This  rule  does  not  contain  policies 
with  Federalism  implications  as  that 
term  is  defined  under  E.O.  13132. 

4.  The  provisions  of  the 
Administrative  Procedure  Act  (5  U.S.C. 
553)  requiring  notice  of  proposed 
rulemaking,  the  opportunity  for  public 
participation,  and  a  delay  in  effective 
date,  are  inapplicable  because  this 
regulation  involves  a  military  and 
foreign  affairs  function  of  the  United 
States  (5  U.S.C.  553(a)(1)).  Further,  no 
other  law  requires  that  a  notice  of 
proposed  rulemaking  and  an 
opportunity  for  public  comment  be 
given  for  this  final  rule.  Because  a 
notice  of  proposed  rulemaking  and  an 
opportunity  for  public  comment  are  not 
required  to  be  given  for  this  rule  under 
the  Administrative  Procedure  Act  or  by 
any  other  law,  the  analytical 
requirements  of  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601  et  seq.]  are 


not  applicable.  Therefore,  this 
regulation  is  issued  in  final  form. 
Although  the  formal  comment  period 
closed  on  June  17,  2008,  public 
comments  on  this  regulation  are 
welcome  on  a  continuing  basis. 
Comments  should  be  submitted  to  one 
of  the  addresses  listed  in  the  ADDRESSES 
section  of  the  preamble  of  this  final  rule. 

List  of  Subjects 

15  CFR  Parts  736  and  772 
Exports. 

15  CFR  Parts  740,  748  and  752 

Administrative  practice  and 
procedure,  "Exports,  Reporting  and 
recordkeeping  requirements. 

15  CFR  Part  742 
Exports,  Terrorism. 

15  CFR  Part  744 

Exports,  Reporting  and  recordkeeping 
requirements.  Terrorism. 

15  CFR  Part  760 

Boycotts,  Exports,  Reporting  and 
recordkeeping  requirements. 

■  Accordingly,  parts  736,  740,  742,  744, 
748,  752,  760,  and  772  of  the  Export 
Administration  Regulations  (15  CFR 
parts  730-774)  £U'e  amended  as  follows: 

PART  736— [AMENDED] 

■  1.  The  authority  citation  for  15  CFR 
peul  736  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  22  U.S.C.  2151  note;  E.O. 
12938,  59  FR  59099,  3  CFR,  1994  Comp.,  p. 
950;  E.O.  13020,  61  FR  54079,  3  CFR,  1996 
Comp.  p.  219;  E.O.  13026,  61  FR  58767,  3 
CFR,  1996  Comp.,  p.  228;  E.O.  13222,  66  FR 
44025,  3  CFR,  2001  Comp.,  p.  783;  E.O. 
13338,  69  FR  26751,  May  13,  2004;  Notice  of 
July  23,  2008,  73  FR  43603  (July  25,  2008); 
Notice  of  November  8,  2007,  72  FR  63963 
(November  13,  2007). 

■  2.  Section  736.2  is  amended  by 
revising  the  first  sentence  of  paragraph 
(b)(10)  to  read  as  follows: 

§736.2  General  prohibitions  and 
determination  of  applicability. 

*  it  it  it  it 

(b)  *  *  * 

(10)  *  *  *  You  may  not  sell,  transfer, 
export,  reexport,  finance,  order,  buy, 
remove,  conceal,  store,  use,  loan, 
dispose  of,  transport,  forward,  or 
otherwise  service,  in  whole  or  in  part, 
any  item  subject  to  the  EAR  and 
exported  or  to  be  exported  with 
knowledge  that  a  violation  of  the  Export 
Administration  Regulations,  the  Export 
Administration  Act  or  any  order, 
license.  License  Exception,  or  other 
authorization  issued  thereunder  has 


occurred,  is  about  to  occur,  or  is 
intended  to  occur  in  connection  with 
the  item.  *  *  * 

■  3.  General  Order  No.  2  to  Supplement 
No.  1  to  part  736,  is  amended  by 
revising  the  last  sentence  of  paragraph 
(b)  to  read  as  follows: 

Supplement  No.  1  to  Part  736 — General 
Orders 

it  it  *  it  1c 

General  Order  No.  2 

it  it  it  it  it 

(b)  *  *  *  License  conditions 
requiring  written  U.S.  Government 
authorization  for  the  reexport,  transfer 
(in-country),  or  resale  of  items  already 
exported  pr  reexported  remain  in  effect, 
and  requests  for  BIS  authorization  to 
reexport,  transfer  (in-country),  or  sell 
such  items  will  require  interagency 
approval. 

*  *  *  ^  *  * 

PART  740— [AMENDED] 

■  4.  The  authority  citation  for  15  CFR 
part  740  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  22  U.S.C.  7201  et  seq.; 
E.O.  13026,  61  FR  58767,  3  CFR,  1996  Comp., 
p.  228;  E.O.  13222,  66  FR  44025,  3  CFR,  2001 
Comp.,  p.  783;  Notice  of  July  23,  2008,  73  FR 
43603  (July  25,  2008). 

■  5.  Section  740.5  is  amended  by 
revising  the  first  and  second  sentences 
of  paragraph  (b)(1)  to  read  as  follows: 

§  740.5  Civil  end-users  (CIV). 
***** 

(b)  Restrictions. 

(1)  *  *  *  You  may  not  use  CIV  if  you 
“know”  the  item  will  be  or  is  intended 
to  be  exported,  reexported,  or 
transferred  (in-country)  to  military  uses 
or  military  end-users.  Such  exports, 
reexports,  and  transfers  (in-country)  will 
continue  to  require  a  license.  In 
addition  to  conventional  military 
activities,  military  uses  include  any 
proliferation  activities  described  and 

prohibited  by  part  744  of  the  EAR. 

*  *  * 

***** 

■  6.  Section  740.7  is  amended  by 
revising  paragraph  (b)(5)  to  read  as 
follows: 

§740.7  Computers  (APP). 
***** 

(b)  *  *  * 

(5)  License  Exception  APP  does  not 
,  authorize  exports,  reexports  and 
transfers  (in-country)  for  nuclear, 
chemical,  biological,  or  missile  end- 
users  and  end-uses  subject  to  license 
requirements  under  §  744.2,  §  744.3, 

§  744.4,  and  §  744.5  of  the  EAR.  Such 
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exports,  reexports  and  transfers  (in¬ 
country)  will  continue  to  require  a 
license  and  will  be  considered  en  a 
case-by-case  basis.  Reexports  and 
transfers  (in-country)  to  these  end-users 
and  end-uses  in  eligible  countries  are 
strictly  prohibited  without  prior 
authorization. 

*****  , 

■  7.  Section  740.9  is  amended  by 
revising  paragraph  (a)(2)(ix)(A)  to  read 
as  follovys: 

§740.9  Temporary  imports,  exports,  and 
reexports  (TMP). 

***** 

(a)  *  *  * 

(2)  *  *  * 

(ix)  Temporary  exports  to  a  U.S. 
subsidiary,  affiliate  or  facility  in 
Country  Group  B.  (A)  Components, 
parts,  tools  or  test  equipment  exported 
by  a  U.S.  person  to  its  subsidiary, 
affiliate  or  facility  in  a  country  listed  in 
Country  Group  B  (see  Supplement  No. 

1  to  this  part)  that  is  owned  or 
'  controlled  by  the  U.S.  person,  if  the 
components,  part,  tool  or  test  equipment 
is  to  be  used  for  manufacture,  assembly, 
testing,  production  or  modification, 
provided  that  no  components,  parts, 
tools  or  test  equipment  or  the  direct 
product  of  such  components,  parts, 
tools  or  test  equipment  are  transferred 
(in-country)  or  reexported  from  such 
subsidiary,  affiliate  or  facility  without 
prior  authorization  by  BIS. 
***** 

■  8.  Section  740.11  is  amended  by 
revising  paragraph  (c)(3)  to  read  as 
follows: 

§740.11  Governments,  international 
organizations,  and  international  inspections 
under  the  Chemical  Weapons  Convention 
(GOV). 

***** 

(c)  *  *  * 

(3)  Confidentiality.  The  application  of 
the  provisions  of  this  paragraph  (c)  is 
subject  to  the  condition  that  the 
confidentiality  of  business  information 
is  strictly  protected  in  accordance  with 
applicable  provisions  of  the  EAR  and 
other  U.S.  laws  regarding  the  use  and 
transfer  of  U.S.  goods  and  services. 
***** 

PART  742— [AMENDED] 

■  9.  The  authority  citation  for  15  CFR 
part  742  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  22  U.S.C.  3201  et  seq.; 

42  U.S.C.  2139a;  22  U.S.C.  7201  et  seq.;  22 
U.S.C.  7210;  Sec.  1503,  Pub.  L.  108-11,  117 
Stat.  559;  E.O.  12058.  43  FR  20947,  3  CFR, 
1978  Comp.,  p.  179;  E.O.  12851,  58  FR  33181, 
3  CFR.  1993  Comp.,  p.  608:  E.O.  12938,  59 


FR  59099,  3  CFR,  1994  Comp.,  p.  950;  E.O. 
13026,  61  FR  58767,  3  CFR.  1996  Comp.,  p.  . 
228;  E.O.  13222,  66  FR  44025,  3  CFR,  2001 
Comp.,  p.  783;  Presidential  Determination 
2003-23  of  May  7,  2003,  68  FR  26459,  May 
16,  2003;  Notice  of  July  23,  2008,  73  FR 
43603  (July  25,  2008);  Notice  of  November  8, 
2007,  72  FR  63963  (November  13,  2007). 

■  10.  In  Supplement  No.  5  to  Part  742 

is  amended  by  revising  paragraph  (3)  to 
read  as  follows: 

Supplement  No,  5  to  Part  742 — 
Checklist  on  Encryption  and  Other 
“Information  Security”  Functions 
***** 

3.  For  products  that  contain  an 
“encryption  component”,  can  this 
encryption  component  be  easily  used  by 
another  product,  or  accessed  by  the  end- 
user  for  cryptographic  use? 

PART  744— [AMENDED] 

■  11.  The  authority  citation  for  15  CFR 
part  744  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  22  U.S.C.  3201  et  .seq.; 

42  U.S.C.  2139a:  22  U.S.C.  7201  et  seq.;  22 
U.S.C.  7210;  E.O.  12058,  43  FR  20947,  3  CFR, 
1978  Comp.,  p.  179:  E.O.  12851,  58  FR  33181, 
3  CFR,  1993  Comp.,  p.  608;  E.O.  12938,  59 
FR  59099,  3  CFR,  1994  Comp.,  p.  950;  E.O. 
12947,  60  FR  5079,  3  CFR,  1995  Comp.,  p. 
356;  E.O.  13026.  61  FR  58767,  3  CFR,  1996 
Comp.,  p.  228;  E.O.  13099,  63  FR  45167,  3 
CFR.  1998  Comp.,  p.  208;  E.O.  13222,  66  FR 
44025,  3  CFR.  2001  Comp.,  p.  783;  E.O. 
13224,  66  FR  49079,  3  CFR.  2001  Comp.,  p. 
786;  Notice  of  July  23.  2008,  73  FR  43603 
(July  25,  2008);  Notice  of  November  8,  2007, 
72  FR  63963  (November  13.  2007). 

■  12.  Section  744.1  is  amended  by 
revising  paragraphs  (a)(1)  and  (b)(2)  to 
read  as  follows: 

§744.1  General  provisions. 

(a)(1)  Introduction.  In  this  part, 
references  to  the  EAR  are  references  to 
15  CFR  chapter  VII,  subchapter  C.  This 
part  contains  prohibitions  against 
exports,  reexports,  and  selected 
transfers  to  certain  end-users  and  end- 
uses  as  introduced  under  General 
Prohibition  Five  (End-use/End-users) 
and  Nine  (Orders,  Terms,  and 
Conditions),  unless  authorized  by  BIS. 
Sections  744.2,  744.3,  744.4  prohibit 
exports,  reexports  and  transfers  (in¬ 
country)  of  items  subject  to  the  EAR  to 
defined  nuclear,  missile,  and  chemical 
and  biological  proliferation  activities. 
Section  744.5  prohibits  exports, 
reexports  and  transfers  (in-country)  of 
items  .subject  to  the  EAR  to  defined 
nuclear  maritime  end-uses.  Section 
744.6  prohibits  certain  activities  by  U.S. 
persons  in  support  of  certain  nuclear, 
missile,  chemical,  or  biological  end- 
uses.  Section  744.7  prohibits  exports 


and  reexports  of  certain  items  for  certain 
aircraft  and  vessels.  Section  744.9 
prohibits  U.S.  persons  from  providing 
technical  assistance  to  certain  foreign 
persons  seeking  to  develop  or 
manufacture  certain  encryption 
commodities  or  software.  Section  744.10 
prohibits  exports  and  reexports  of  any 
item  subject  to  tbe  EAR  to  Russian 
entities,  included  in  Supplement  No.  4 
of  this  part.  Section  744.11  imposes 
license  requirements,  to  the  extent 
specified  in  Supplement  No.  4  to  this 
part  on  entities  listed  in  Supplement 
No.  4  to  this  part  for  activities  contrary 
to  the  national  security  or  foreign  policy 
interests  of  the  United  States.  Sections 
744.12,  744.13  and  744.14  prohibit 
exports  and  reexports  of  any  item 
subject  to  the  EAR  to  persons  designated 
as  Specially  Designated  Global 
Terrorists,  Specially  Designated 
Terrorists,  or  Foreign  Terrorist 
Organizations,  respectively.  Section 
744.16  sets  forth  the  right  of  a  party 
li.sted  in  Supplement  No.  4  to  this  part 
to  request  that  its  listing  be  removed  or 
modified.  Section  744.19  sets  forth  BIS’s 
licensing  policy  for  applications  for 
exports  or  reexports  when  a  party  to  the 
transaction  is  an  entity  that  has  Seen 
sanctioned  pursuant  to  any  of  three 
specified  statutes  that  require  certain 
license  applications  to  be  denied. 
Section  744.20  requires  a  license,  to  the 
extent  specified  in  Supplement  No.  4  to 
this  part,  for  exports  and  reexports  of 
items  subject  to  the  EAR  destined  to 
certain  sanctioned  entities  listed  in 
Supplement  No.  4  to  this  part.  Section 
744.15  describes  restrictions  on  exports 
and  reexports  to  persons  named  in 
general  orders.  In  addition,  these 
sections  include  license  review 
standards  for  export  license  applications 
submitted  as  required  by  these  sections. 
It  shpuld  also  be  noted  that  part  764  of 
the  EAR  prohibits  exports,  reexports 
and  certain  transfers  of  items  subject  to 
the  EAR  to  denied  parties. 
***** 

(b)  *  *  * 

(2)  Determine  applicability.  Second, 
determine  whether  any  of  the  end-use 
and  end-user  prohibitions  described  in 
this  part  are  applicable  to  your  planned 
export,  reexport,  transfer  (in-country)  or 
other  activity.  See  Supplement  No.  1  to 
part  732  for  guidance.  For  exports, 
reexports  or  transfers  (in-country)  that 
are  in  transit  at  the  time  you  are 
informed  by  BIS  that  a  license  is 
required  in  accordance  with  §§  744.2(b), 
744.3(b),  744.4(b)  or  744.6(b)  of  the 
EAR,  you  may  not  proceed  any  further 
with  the  transaction  unless  you  first 
obtain  a  license  from  BIS  (see  part  748 
of  the  EAR  for  instructions  on  how  to 
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apply  for  a  license).  The  provisions  of 
§  748.4(d)(2)  shall  not  apply  to  license 
applications  submitted  pursuant  to  a 
notification  from  BIS  that  occurs  while 
an  export,  reexport,  or  transfer  (in¬ 
country)  is  in  transit. 
***** 

■  13.  Section  744.2  is  amended  by 
revising  paragraph  (a)  introductory  text 
and  paragraph  (b)  to  read  as  follows: 

§744.2  Restrictions  on  certain  nuclear 
end-uses. 

(a)  General  prohibition.  In  addition  to 
the  license  requirements  for  items 
specified  on  the  CCL,  you  may  not 
export,  reexport,  or  transfer  (in-country) 
to  any  destination,  other  than  countries 
in  Supplement  No.  3  to  this  part,  an 
item  subject  to  the  EAR  without  a 
license  if,  at  the  time  of  export,  reexport, 
or  transfer  (in-countiyO  you  know  i  that 
the  item  will  be  used  directly  or 
indirectly  in  any  one  or  more  of  the 
following  activities  described  in 
paragraphs  (a)(1),  (a)(2),  and  (a)(3)  of 
this  section: 

***** 

(b)  Additional  prohibition  on  persons 
informed  by  BIS.  BIS  may  inform 
persons,  either  individually  by  specific 
notice  or  through  amendment  to  the 
EAR,  that  a  license  is  required  for  a 
specific  export,  reexport,  or  transfer  (in¬ 
country),  or  for  the  export,  reexport,  or 
transfer  (in-country)  of  specified  items 
to  a  certain  end-user,  because  there  is  an 
unacceptable  risk  of  use  in,  or  diversion 
to,  the  activities  specified  in  paragraph 
(a)  of  this  section.  Specific  notice  is  to 
be  given  only  by,  or  at  the  direction  of. 
the  Deputy  Assistant  Secretary  for 
Export  Administration.  When  such 
notice  is  provided  orally,  it  will  be 
followed  by  a  written  notice  within  two 
working  days  signed  by  the  Deputy 
Assistant  Secretary  for  Export 
Administration.  However,  the  absence 
of  any  such  notification  does  not  excuse 
persons  from  compliance  with  the 
license  requirements  of  paragraph  (a)  of 
this  section. 

***** 

■  14.  Section  744.3  is  amended: 

■  a.  By  revising  paragraph  (a) 
introductory  text; 

■  b.  By  revising  paragraph  (b);  and 

■  c.  By  revising  paragraph  (d)(1)  to  read 
as  follows: 


’  Part  772  of  the  EAR  defines  “knowledge”  for  all 
of  the  EAR  except  part  760,  Restrictive  Trade 
Practices  and  Boycotts.  The  definition,  which 
includes  variants  such  as  “know”  and  “reason  to 
know”,  encompasses  more  than  positive 
knowledge.  Thus,  the  use  of  “know”  in  this  section 
in  place  of  the  former  wording  “know  or  have 
reason  to  know”  does  not  lessen  or  otherwise 
change  the  responsibilities  of  persons  subject  to  the 
EAR. 


§  744.3  Restrictions  on  certain  rocket 
systems  (including  ballistic  missile  systems 
and  space  launch  vehicles  and  sounding 
rockets)  and  unmanned  air  vehicles 
(including  cruise  missile  systems,  target 
drones  and  reconnaissance  drones)  end- 
uses. 

(a)  General  prohibition.  In  addition  to 
the  license  requirements  for  items 
specified  on  the  CCL,  you  may  not 
export,  reexport,  or  transfer  (in-country) 
an  item  subject  to  the  EAR  without  a 
license  if,  at  the  time  of  export,  reexport 
or  transfer  (in-country)  you  know  that 
the  item: 

***** 

(b)  Additional  prohibition  on  persons 
informed  by  BIS.  BIS  may  inform 
persons,  either  individually  by  specific 
notice  or  through  amendment  to  the 
EAR,  that  a  license  is  required  for  a 
specific  export,  reexport  or  transfer  (in¬ 
country)  or  for  the  export,  reexport,  or 
transfer  (in-country)  of  specified  items 
to  a  certain  end-user,  because  there  is  an 
unacceptable  risk  of  use  in,  or  diversion 
to,  the  activities  specified  in  paragraphs 
(a)(1)  or  (a)(2)  of  this  section.  Specific 
notice  is  to  be  given  only  by,  or  at  the 
direction  of,  the  Deputy  Assistant 
Secretary  for  Export  Administration. 
When  such  notice  is  provided  orally,  it 
will  be  followed  by  a  written  notice 
within  two  working  days  signed  by  the 
Deputy  Assistant  Secretary  for  Export 
Administration.  However,  the  absence 
of  any  such  notification  does  not  excuse 
persons  from  compliance  with  the 
license  requirements  of  paragraphs 
(a)(1),  (a)(2),  or  (a)(3)  of  this  section. 
***** 

(d)  License  review  standards.  (1) 
Applications  to  export,  reexport  or 
transfer  (in-country)  the  items  subject  to 
this  section  will  be  considered  on  a 
case-by-case  basis  to  determine  whether 
the  export,  reexport  or  transfer  (in¬ 
country)  would  make  a  material 
contribution  to  the  proliferation  of 
certain  rocket  systems,  or  unmanned  air 
vehicles.  When  an  export,  reexport  or 
transfer  (in-country)  is  deemed  to  make 
a  material  contribution,  the  license  will 
be  denied. 

***** 

■  15.  Section  744.4  is  amended: 

■  a.  By  revising  paragraph  (a);  and 

■  b.  By  revising  paragraph  (d)(1)  to  read 
as  follows: 

§744.4  Restrictions  on  certain  chemical 
and  biological  weapons  end-uses. 

(a)  General  prohibition.  In  addition  to 
the  license  requirements  for  items 
specified  on  the  CCL,  you  may  not 
export,  reexport,  or  transfer  (in-country) 
an  item  subject  to  the  EAR  without  a 
license  if,  at  the  time  of  export,  reexport, 
or  transfer  (in-country)  you  know  that 


the  item  will  be  used  in  the  design, 
development,  production,  stockpiling, 
or  use  of  chemical  or  biological 
weapons  in  or  by  any  country  or 
destination,  worldwide. 
***** 

(d)  License  review  standards.  (1) 
Applications  to  export,  reexport,  or 
transfer  (in-country)  items  subject  to 
this  section  will  be  considered  on  a 
case-by-case  basis  to  determine  whether 
the  export,  reexport,  or  transfer  (in¬ 
country)  would  make  a  material 
contribution  to  the  design, 
development,  production,  stockpiling, 
or  use  of  chemical  or  biological 
weapons.  When  an  export,  reexport,  or 
transfer  (in-country)  is  deemed  to  make 
such  a  contribution,  the  license  will  be 
denied. 

***** 

■  16.  Section  744.5  is  amended  by 
revising  the  first  sentence  of  paragraph 
(a)  to  read  as  follows: 

§744.5  Restrictions  on  certain  maritime 
nuclear  end-uses. 

(a)  *  *  *  In  addition  to  the  license 
requirements  for  items  specified  on  the 
CCL,  you  may  not  export,  reexport,  or 
transfer  (in-country)  certain  technology 
subject  to  the  EAR  without  a  license  if 
at  the  time  of  the  export,  reexport  or 
transfer  (in-country)  you  know  the  item 
is  for  use  in  connection  with  a  foreign 
maritime  nuclear  propulsion 
project.  *  *  * 

***** 

■  17.  Section  744.6  is  amended: 

■  a.  By  revising  paragraph  (a)(l)(i) 
introductory  text; 

■  b.  By  revising  paragraph  (a)(l)(ii); 

■  c.  By  revising  paragraph  (a)(3);  and 

■  d.  By  revising  paragraph  (b),  to  read  as 
follows: 

§  744.6  Restrictions  on  certain  activities  of 
U.S.  persons. 

(a)  *  *  * 

(1)  *  *  * 

(i)  No  U.S.  person  as  defined  in 
paragraph  (c)  of  this  section  may, 
without  a  license  from  BIS,  export, 
reexport,  or  transfer  (in-country)  an  item 
where  that  person  knows  that  such  item: 
***** 

(ii)  No  U.S.  person  shall,  without  a 
license  from  BIS,  knowingly  support  an 
export,  reexport,  or  transfer  (in-country) 
that  does  not  have  a  license  as  required 
by  this  section.  Support  means  any 
action,  including  financing, 
transportation,  and  freight  forwarding, 
by  which  a  person  facilitates  an  export, 
reexport,  or  transfer  (in-country). 
***** 

(3)  Whole  plant  requirement.  No  U.S. 
person  shall,  without  a  license  from  BIS, 
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participate  in  the  design,  construction, 
export,  reexport,  or  transfer  (in-country) 
of  a  whole  plant  to  make  chemical 
weapons  precursors  identified  in  ECCN 
1C350,  in  countries  other  than  those 
listed  in  Country  Group  A:3  (Australia 
Group)  (See  Supplement  No.  1  to  part 
740  of  the  EAR). 

(b)  Additional  prohibitions  on  U.S. 
persons  informed  by  BIS.  BIS  may 
inform  U.S.  (persons,  either  individually 
by  specific  notice  or  through 
amendment  to  the  EAR,  that  a  license  is 
required  because  an  activity  could 
involve  the  types  of  participation  and 
support  described  in  paragraph  (a)  of 
this  section.  Specific  notice  is  to  be 
given  only  by,  or  at  the  direction  of,  the 
Deputy  Assistant  Secretary  for  Export 
Administration.  When  such  notice  is 
provided  orally,  it  will  be  followed  by 

•  a  written  notice  within  two  working 
days  signed  by  the  Deputy  Assistant 
Secretary  for  Export  Administration. 
However,  the  absence  of  any  such 
notification  does  not  excuse  the  U.S. 
person  from  compliance  with  the 
license  requirements  of  paragraph  (a)  of 
this  section. 

***** 

PART  748— [AMENDED] 

■  18.  The  authority  citation  for  15  GFR 
part  748  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.-,  E.O.  13026,  61  FR  58767, 
3  GFR,  1996  Comp.,  p.  228;  E.O.  13222,  66 
FR  44025,  3  GFR,  2001  Comp.,  p.  783;  Notice 
of  July  23,  2008,  73  FR  43603  (July  25,  2008). 

■  19.  Supplement  No.  2  to  part  748  is 
amended  by  revising  paragraph  (c)(2),  to 
read  as  follows: 

Supplement  No.  2  to  Part  748 — Unique 
Application  and  Submission 
Requirements 
***** 

(c)  *  *  * 

(2)  Security  Safeguard  Plan 
requirement.  The  United  States  requires 
security  safeguards  for  exports, 
reexports,  and  transfers  (in-country)  of 
High  Performance  Computers  (HPCs)  to 
ensure  that  they  are  used  for  peaceful 
purposes.  If  you  are  submitting  a  license 
application  for  an  export,  reexport,  or 
in-country  transfer  of  a  high 
performance  computer  to  or  within  a 
destination  in  Computer  Tier  3  (see 
§  740.7(c)(1)  of  the  EAR)  or  to  Cuba, 

Iran,  North  Korea,  Sudan,  or  Syria  you 
must  include  with  your  license 
application  a  security  safeguard  plan 
signed  by  the  end-user,  who  may  also  be 

^the  ultimate  consignee.  This 
requirement  also  applies  to  exports, 
reexports,  and  transfers  (in-country)  of 


components  or  electronic  assemblies  to 
upgrade  existing  “computer” 
installations  in  those  countries.  A 
sample  security  safeguard  plan  is  posted 
on  BIS’s  Web  page  at  http:// 
www.bis.doc.gov/hpcs/ 

Securi  tySafegu  ardPlans.html. 

•k  it  it  *  it 

PART  752— [AMENDED] 

■  20.  The  authority  citation  for  15  CFR 
part  752  is  revised  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  E.O.  13020,  61  FR  54079, 

3  CFR,  1996  Comp.  p.  219;  E.O.  13222,  66  FR 
44025,  3  CFR,  2001  Comp.,  p.  783;  Notice  of 
July  23,  2008,  73  FR  43603  (July  25,  2008). 

■  21.  Section  752.5  is  amended  by 
revising  the  undesignated  paragraph  at 
the  end  of  (c)(8)(ii)  to  read  as  follows: 

§  752.5  Steps  you  must  follow  to  apply  for 
an  SCL. 

***** 

(c)  *  *  * 

(8)  *  *  * 

(ii)  *  *  * 

“No  chemicals  or  chemical  equipment 
received  under  this  Special 
Comprehensive  License  will  be 
transferred,  resold,  or  reexported  to  a 
destination  or  end-user  that  requires  a 
license,  unless  the  new  end-user  has 
been  approved  by  the  Bureau  of 
Industry  and  Security,  and  in  no  case 
will  the  items  be  transferred,  resold,  or 
reexported  to  a  party  who  is  not  the 
end-user.” 

***** 

■  22.  Section  752.8  is  amended  by 
revising  the  last  sentence  of  paragraph  » 
(a)  to  read  as  follows: 

§  752.8  SCL  application  review  process. 

(a)  *  *  *  In  reviewing  and  approving 
a  specific  SCL  request,  BIS  retains  the 
right  to  limit  the  eligibility  of  items  or 
to  prohibit  the  export,  reexport,  or 
transfer  (in-country)  of  items  under  the 
SCL  to  specific  firms,  individuals,  or 
countries. 

***** 

■  23.  Section  752.16  is  amended  by 
revising  paragraph  (a)(l)(v)  to  read  as 
follows: 

§752.16  Administrative  actions. 

(a)(1)*  *  * 

(v)  Require  that  certain  exports, 
reexports,  or  transfers  (in-country)  be 
individually  authorized  by  BIS; 
***** 

■  24.  Supplement  No.  3  to  part  752  is 
amended  by  revising  Block  (8) 
paragraph  (iv)  to  read  as  follows: 


Supplement  No.  3  to  Part  752 — 
Instructions  on  Completing  Form  BIS- 
752  “Statement  by  Consignee  in 
Support  of  Special  Comprehensive 
License” 

***** 

Block  8:  Disposition  or  Use  of  Items. 
***** 

(iv)  Item  (d):  Complete  this  Block  if 
your  company  plans  to  transfer  or  resell 
within  the  country  of  import.  State  the 
end-use  of  your  customers.  If  you  plan 
to  transfer  to  end-users  that  require 
prior  approval  by  BIS,  complete  and 
attach  Form  BIS-748P-B,  End-User 
Appendix. 

***** 

PART  760— [AMENDED] 

■  25.  The  authority  citation  for  15  CFR 
part  760  is  revised  to  read  as  follows:. 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  E.O.  13222,  66  FR  44025, 
3  CFR,  2001-Comp.,  p.  783;  Notice  of  July  23, 
2008,  73  FR  43603  (July  25,  2008). 

■  26.  Section  760.1  is  amended  by 
revising  the  first  and  second  sentences 
of  paragraph  (b)(4)(viii)  to  read  as 
follows: 

§  760.1  Definitions. 

*  *  *  *  * 

(b)*  *  * 

*  *  * 

(viii)  At  the  request  of  country  Y,  A, 
an  individual  employed  by  U.S. 
company  B,  is  assigned  to  company  C  as 
an  employee.  C  is  a  foreign  company 
owned  and  controlled  by  country  Y.  A, 
a  U.S.  national  who  will  reside  in  Y,  has 
agreed  to  the  assignment  provided  he  is 
able  to  retain  his  insurance,  pension, 
and  other  benefits.  *  *  * 
***** 

■  27.  Section  760.3  is  amended  by 
revising  the  first  sentence  of  paragraph 
(f)(4)(i)  to  read  as  follows: 

§  760.3  Exceptions  to  prohibitions. 
***** 

(f)*  *  * 

(4)  *  *  * 

(i)  A,  a  U.S.  individual  employed  by 
B,  a  U.S.  manufacturer  of  sporting  goods 
with  a  plant  in  boycotting  country  Y, 
wishes  to  obtain  a  work  visa  so  that  he 
may  be  assigned  to  the  plant  in  Y.  *  *  * 
***** 

PART  772— [AMENDED] 

■  28.  The  authority  citation  for  15  CFR 
part  772  continues  to  read  as  follows: 

Authority:  50  U.S.C.  app.  2401  et  seq.;  50 
U.S.C.  1701  et  seq.;  E.O.  13222,  66  FR  44025, 
3  CFR,  2001  Comp.,  p.  783;  Notice  of  July  23, 
2008,  73  FR  43603  (July  25,  2008). 
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■  29.  Section  772.1  is  amended  by 
revising  the  definition  of  “transfer”  to 
read  as  follows: 

§  772.1  Definitions  of  terms  as  used  in  the 
Export  Administration  Regulations  (EAR). 
***** 

Transfer.  A  shipment,  transmission, 
or  release  to  any  person  of  items  subject 
to  the  EAR  either  within  the  United 
States  or  outside  the  United  States.  In¬ 
country  transfer/transfer  (in-country). 
The  shipment,  transmission,  or  release 
of  items  subject  to  the  EAR  from  one 
person  to  another  person  that  occurs 
outside  the  United  States  within  a  single 
foreign  country. 

Note:  This  definition  of  transfer  does  not 
apply  to  §  750.10  or  Supplement  No.  8  to  part 
760  of  the  EAR.  The  term  “transfer”  may  also 
be  included  on  licenses  issued  by  BIS.  In  that 
regard,  the  changes  that  can  be  made  to  a  BIS 
license  are  the  non-material  changes 
described  in  §  750.7(c).  Any  other  change  to 
a  BIS  license  without  authorization  is  a 
violation  of  the  EAR.  See  §§  750. Z(c)  and 
764.2(e). 

***** 

Dated:  November  10,  2008. 

Christopher  R.  Wall, 

Assistant  Secretary  for  Export 
A  dministration . 

[FR  Doc.  E8-27226  Filed  11-17-08;  8:45  am] 
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CONSUMER  PRODUCT  SAFETY 
COMMISSION 

16CFR  Part  1110 

Certificates  of  Compliance 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  The  Consumer  Product  Safety 
Act  (“CPSA”),  at  section  14(a)  as 
amended  by  section  102(a)  of  the 
Consumer  Product  Safety  Improvement 
Act  of  2008  (“CPSIA”),  Public  Law  110- 
314,  requires  that,  for  products 
manufactured  on  or  after  November  12, 
2008,  manufacturers  (including 
importers)  and  private  labelers  of  the’ 
products  certify  that  the  products 
comply  with  all  applicable  CPSA 
consumer  product  safety  rules  and 
similar  rules,  bans,  standards  and 
regulations  under  any  other  laws 
administered  by  the  Commission  by 
issuing  a  certificate  that  accompanies 
the  product  und  can  be  furnished  to 
certain  parties.  The  certificate  must 
specify  each  such  rule,  ban,  standard,  or 
regulation  with  which  the  product  must 
comply.  In  general,  the  certification 
must  be  based  on  a  test  of  each  product 


or  upon  a  reasonable  testing  program. 
Certificates  and  certification  for  certain 
children’s  products  must  be  based  on 
testing  by  third  party  laboratories  whose 
accreditation  to  do  so  has  been  accepted 
by  the  Commission.  The  third  party 
testing  requirements  become  effective 
on  a  rolling  schedule  as  the  Commission 
issues  specific  laboratory  accreditation 
requirements.  Section  14(a)(4)  of  the 
CPSA  gives  the  Commission  the 
authority  where  there  is  more  than  one 
manufacturer,  importer,  or  private 
labeler  to  designate  one  or  more  of  such 
entities  as  the  person(s)  who  shall  issue 
the  required  certificate  and  to  relieve  all 
others  of  that  responsibility. 

The  final  rule  published  today  limits 
the  parties  who  must  certify  to  the  U.S. 
importer  and,  in  the  case  of 
domestically  produced  products,  the 
U.S.  manufacturer.  It  also  specifies  the 
requirements  that  an  electronic 
certificate  must  meet. 

DATES:  Effective  Date:  This  rule  is 
effective  November  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
“Gib”  Mullan,  Assistant  Executive 
Director  for  Compliance  and  Field 
Operations,  U.S.  Consumer  Product 
Safety  Commission,  4330  East  West 
Highway,  Bethesda,  Maryland  20814; 
e-mail;  jmullan@cpsc.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Introduction  and  Background 

The  Commission  is  aware  that,  as  a 
result  of  the  extremely  short  deadline 
for  complying  with  the  new  certificate 
requirement  and  its  vast  expansion  over 
that  previously  required  by  section  14(a) 
(which  applied  only  to  products  subject 
4o  consumer  product  safety  standards 
under  the  CPSA)  there  is  substantial 
confusion  over  what  is  required  by  way 
of  certification. 

The  Commission  has  received 
thousands  of  inquiries  as  to  how  to 
comply,  when  to  comply,  what  is 
required  in  support  of  the  certification, 
and  what  form  the  certificate  must  take, 
as  well  as  hundreds  of  requests  to 
evaluate  an  individual  product  as  to 
what  existing  and  future  bans, 
standards,  regulations,  or  rules  might 
apply  to  it.  Commission  staff  has  been 
unable  to  respond  to  many  of  these 
inquiries  due  to  the  press  of  the  other 
very  early  multiple  statutory  deadlines 
imposed  on  the  agency  by  the  CPSIA. 

The  Commission  believes  that  for  the 
expanded  §  14(a)  certificate  program  to 
be  implemented  in  a  fair  and  orderly 
way  and  to  produce  the  benefits 
intended  by  Congress,  it  must  be 
streamlined,  at  least  in  its  initial  phase. 

Accordingly,  the  Commission  is 
exercising  its  authority  under  CPSA 


section  14(a)(4)  by  issuing  this 
immediately  effective  final  rule 
designating  the  importer  as  the  sole 
entity  that  must  issue  the  certificate 
required  by  section  14(a)  in  the  case  of 
an  imported  product.^  This  certificate 
must  be  available  to  the  Commission  no 
later  than  the  time  when  the  product  or 
shipment  is  available  for  inspection  in 
the  United  States.  The  Commission  is 
also  designating  the  domestic 
manufacturer  as  the  sole  entity  that 
must  issue  the  certificate  required  by 
section  14(a)  in  the  case  of  a 
domestically  produced  product.  This 
certificate  must  be  available  to  the 
Commission  upon  request  before  the 
product  or  shipment  is  introduced  into 
domestic  commerce. 

Section  14(g)(3)  of  the  CPSA  as  added 
by  section  102(b)  of  the  CPSIA  requires 
that  the  certificates  required  by  section 
14(a)  of  the  CPSA  “accompany”  each 
product  or  shipment  of  products  subject 
to  the  certification  requirements  and  be 
“furnished”  to  each  distributor  or 
retailer  of  the  product.  In  addition,  a 
copy  of  the  certificate  must  be 
“furnished”  to  the  CPSC  upon  request. 

The  final  rule  issued  today  provides 
that  the  requirements  of  section  14(g)(3) 
can  be  satisfied  by  providing  the' 
statutorily  required  certificate 
information  by  electronic  means.  The 
means  by  which  the  certificate  may  be 
provided  in  electronic  form  is  specified. 

This  rule  is  being  issued  in  immediate 
final  form  in  recognition  that  the  new, 
broader  consumer  product  certification 
requirements  established  by  CPSIA  go 
into  effect  for  products  manufactured  on 
and  after  November  12,  2008.  The 
Commission  expects  that  with  time 
CPSIA’s  expanded  certification 
requirements  will  become  more  routine 
and  it  then  would  consider  whether  this 
rule  needs  to  be  revised  based  on  actual 
experience. 

The  rule  issued  here  is  effective  upon 
publication  in  the  Federal  Register. 

II.  Pertinent  Statutory  Provisions 

Section  14(a)(1)  of  the  CPSA,  as 
amended  by  CPSIA,  requires  that  the 
manufacturer  (including  the  importer) 
and  the  private  labeler,  if  any,  of  a 
product  that  is  subject  to  an  applicable 
consumer  product  safety  rule  under  the 
CPSA,  or  similar  rule,  ban,  standard,  or 
regulation  under  any  other  Act  enforced 
by  the  Commission  issue  a  certificate  of 
compliance.2  This  requirement  applies 


'  The  Commission  voted  2-0  to  issue  this  rule. 

^  CPSIA  section  14(a)(2)  imposes  additional 
testing  requirements  to  support  certificates  of 
compliance  for  “children’s  products”  as  dehned  in 
section  3(a)(2)  of  Consumer  Product  Safety  Act. 
Ninety  days  after  the  Commission  issues  those 
requirements  for  a  given  product  or  category  of 
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to  any  such  product  manufactured  on  or 
after  November  12,  2008.  Section 
14(a)(4)  provides  the  Commission  with 
authority  to  designate  by  rule  one  or 
more  of  these  parties  to  issue  the 
required  certificate  and  to  relieve  the 
other  parties  enumerated  in  section  14 
from  the  requirement  to  furnish 
certificates. 

Sections  14(g)(1)  and  (2)  of  the  CPSA 
as  added  by  CPSIA  specify  the 
information  that  must  be  provided  in  a 
certificate. 

(1)  Identification  of  issuer  and 
conformity  assessment  body. — Every 
certificate  required  under  this  section 
shall  identify  the  manufacturer  or 
private  labeler  issuing  the  certificate 
and  any  third  party  conformity 
assessment  body  on  whose  testing  the 
certificate  depends.  The  certificate  shall 
include,  at  a  minimum,  the  date  and 
place  of  manufacture,  the  date  and  place 
where  the  product  was  tested,  each 
party’s  name,  full  mailing  address, 
telephone  number,  and  contact 
information  for  the  individual 
responsible  for  maintaining  records  of 
test  results. 

(2)  English  language. — Every 
certificate  required  under  this  section 
shall  be  legible  and  all  content  required 
by  this  section  shall  be  in  the  English 
language.  A  certificate  may  also  coirtain 
the  same  content  in  any  other  language. 
Section  14(g)(3)  of  the  CPSA  as  added 
by  CPSIA  specifies  the  availability  of 
the  required  certificates. 

(3)  Availability  of  certificates. — Every 
certificate  required  under  this  section 
shall  accompany  the  applicable  product 
or  shipment  of  products  covered  by  the 
same  certificate  and  a  copy  of  the 
certificate  shall  be  furnished  to  each 
distributor  or  retailer  of  the  product. 
Upon  request,  the  manufacturer  or 
private  labeler  issuing  the  certificate 
shall  furnish  a  copy  of  the  certificate  to 
the  Commission. 

While  the  new  provisions  of  section 
14  do  not  address  electronic  certificates 
in  general,  new  section  14(g)(4)  does 
specifically  address  electronic  filing  of 
certificates  for  import  shipments  with 
CPSC  and  the  Commissioner  of 
Customs. 

(4)  Electronic  filing  of  certificates  for 
imported  products. — In  consultation 
with  the  Commissioner  of  Customs,  the 


products  on  the  rolling  schedule  s{>ecified  in 
section  14(a)(3),  the  certificate  for  the  product  or 
products  in  question  manufactured  after  that  date 
must  be  supported  by  testing  performed  by  a  third 
party  laboratory  whose  accreditation  has  been 
accepted  by  the  Commission  absent  the 
Commission's  exercise  of  its  authority  to  extend 
such  a  deadline  by  an  additional  sixty  days  in 
certain  instances.  The  rule  set  out  here  is  equally 
applicable  to  certificates  that  must  be  based  on 
third  party  testing. 


Commission  may,  by  rule,  provide  for 
the  electronic  filing  of  certificates  under 
this  section  up  to  24  hours  before  arrival 
of  an  imported  product.  Upon  request, 
the  manufacturer  or  private  labeler 
issuing  the  certificate  shall  furnish  a 
copy  to  the  Commission  and  to  the 
Commissioner  of  Customs. 

This  rule  does  not  establish  the 
requirements  under  section  14(g)(4)  for 
pre-arrival  electronic  filing  with  the 
Commissioner  of  Customs  and  the 
Commission  of  certificates  for  imported 
products.  Rather  it  addresses  acceptable 
means  for  making  electronic  certificates 
available  to  the  Commission  and  to 
distributors  and  retailers  at  this  time  in 
compliance  with  the  requirements  of 
CPSA  sections  14(a)  and  (g).  If  the 
Commission  elects  to  do  so  at  some 
future  date,  it  may  address  the  specific 
issue  of  electronic  filing  of  certificates 
for  imported  products  with  the 
Commission  and  the  Commissioner  of 
Customs  by  subsequent  rulemaking. 

III.  Need  for  Streamlining  Certificate 
Requirements 

Prior  to  enactment  of  the  CPSIA,  the 
certificate  requirement  ran  to  eleven 
(11)  CPSA  consumer  product  safety 
standards. 3  The  CPSIA  expanded  that 
universe  to  include  all  CPSA  standards 
and  bans  and  all  similar  standards, 
bans,  rules  and  regulations  under  any 
other  Act  administered  by  the 
Commission,  including  the  Federal 
Hazardous  Substances  Act,  the 
Flammable  Fabrics  Act,  the  Poison 
Prevention  Packaging  Act,  the 
Refrigerator  Safety  Act,  the  Children’s 
Gasoline  Burn  Prevention  Act,  and  the 
Virginia  Graeme  Baker  Pool  and  Spa 
Safety  Act.  Congress  provided  only 
ninety  days  from  enactment  of  the 
CPSIA  for  the  Commission  and  the 
regulated  community  to  address  this 
vastly  expanded  product  certification 
requirement.  As  noted  above,  the 
Commission  has  received  literally 
thousands  of  inquiries  as  to  how  to 
comply,  when  to  comply,  what  is 
required  in  support  of  the  certification, 
whether  and  how  an  electronic 
certificate  might  be  acceptable,  and 
what  form  the  certificate  must  take, 
whether  hard  copy  or  electronic. 

The  Commission  is  hampered  in  its 
overall  efforts  to  implement  the  CPSIA 
by  the  fact  it  is  funded  for  Fiscal  year 
2009  by  continuing  resolution  at  its 


^  In  most  of  those  standards,  the  Commission  has 
already  addressed  which  entity  must  provide 
certificates  under  the  prior  version  of  CPSA  section 
14(a).  See,  e.g..  16  CFR  part  1210,  etc.  Today’s  rule 
does  not  amend  those  standards  in  this  respect  in 
light  of  the  significant  additional  certificate 
information  now  required  by  CPSA  section  14(a)  as 
amended  by  CPSIA. 


funding  level  for  FY  2008  established 
prior  to  enactment  of  those  sweeping 
new  responsibilities.  Commission  staff 
has  been  unable  to  respond  to  many 
inquiries  due  to  the  press  of  the  other 
very  early,  multiple  statutory  deadlines 
imposed  on  the  agency  by  the  CPSIA. 

In  addition,  the  staff  has  been  deluged 
with  hundreds  and  hundreds  of  requests 
to  evaluate  specific  individual  products 
and  specify  what  bans,  standards, 
regulations,  etc.,  might  apply  to  them. 
First,  the  Commission  does  not  have,  or 
expect  to  have,  sufficient  resources  to 
evaluate  every  one  of  the  products 
within  the  scope  of  the  thousands  of 
types  of  products  within  its  jurisdiction 
in  this  manner.  The  CPSC  has  never 
“pre-approved”  products  for 
compliance  with  its  standards,  bans, 
regulations  or  rules  in  this  manner  in 
any  event.  Second,  it  is  the 
responsibility  of  the  manufacturer  of  the 
product  as  a  normal  incident  of  doing 
business  to  know  what  legal 
requirements  of  the  Commission  or 
otherwise  apply  to  its  products. 

The  Commission  is  concerned  by  the 
apparent  confusion  among  companies 
about  the  reach  of  the  general  certificate 
requirements  including  what  rules 
apply  to  their  products.  Manufacturers 
and  retailers  have  always  been  required 
to  know  which  rules  apply  to  their 
products  and  to  assure  that  their 
products  comply  with  those  rules. 
Before  it  has  even  gone  into  effect,  the 
new  general  certificate  requirement  has 
not  only  focused  attention  on  safety 
compliance  but  also  has  given  some 
companies  a  cause  to  be  concerned 
about  their  ability  to  comply  with  the 
certification  program. 

While  the  Commission  expects  every 
company  to  make  best  efforts  to  comply 
promptly  with  the  new  general 
certificate  requirements,  the 
Commission’s  resource  limitations 
under  the  continuing  resolution  will 
force  it  to  focus  more  on  a  product’s 
compliance  with  our  safety  rules.  The 
certificate  is  evidence  of  compliance 
and  therefore  it  is  appropriate  to 
concentrate  initially  more  on  the 
substantive  requirements  underlying  the 
certificate  than  on  the  certificate  or  the 
form  of  the  certificate  itself.  As  our 
resource  limitations  are  fully  addressed 
by  Congress,  the  Commission  will  then 
be  able  to  properly  focus  on  all  aspects 
of  compliance,  particularly  compliance 
with  the  new  general  certification 
requirements. 

The  Commission  also  recognizes  that 
it  still  has  work  to  do  to  clarify  aspects 
of  the  general  certification  program  and 
will  be  working  to  quickly  resolve 
uncertainties. 
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Importers  should  be  aware  that  after 
this  initial  period  of  adjustment,  failure 
to  abide  by  the  general  certificate 
requirement  will  subject  shipments  to 
relusal  of  admission  into  the  country 
and  potential  destruction.  The 
Commission  staff  is  developing 
Frequently  Asked  Question  (FAQ)  lists 
for  posting  on  the  Commission’s  World 
Wide  Web  site  as  the  agency’s  resources 
permit  to  address  issues  of  more  general 
applicability  posed  by  the  new  CPSIA 
requirements. 

All  of  the  above  considerations  lead 
the  Commission  to  the  conclusion  that 
at  least  in  the  initial  implementation 
phase,  the  expanded  certification 
program  must  be  streamlined  to 
minimize  confusion  in  the  regulated 
community,  to  allow  for  fairness,  and  to 
allow  the  Commission  staff  to  respond 
appropriately  to  the  most  pressing 
CPSIA  implementation  challenges. 
Accordingly,  by  this  rule,  the 
Commission  is  limiting  the  certificate 
requirements  of  section  14(a)  of  the 
CPSA  to  the  importer  in  the  case  of 
products  manufactured  outside  the 
United  States  and  to  the  domestic 
manufacturer  in  the  case  of  products 
manufactured  in  the  United  States.  In 
the  case  of  imports,  the  required 
certificate  must  be  available  to  the 
Commission  no  later  than  the  time 
when  the  product  or  shipment  is 
available  for  inspection  in  the  United 
States.  In  the  case  of  domestic  products, 
the  certificate  must  be  available  to  the 
Commission  prior  to  introduction  of  the 
product  or  shipment  in  question  into 
domestic  commerce. 

IV.  Need  for  Electronic  Certificates 

Following  enactment  of  CPSIA  on 
August  14th,  the  Commission  has 
received  many  comments  regarding  the 
urgent  need  for  a  means  for  electronic 
certificates  as  an  alternative  to  paper 
certificates.  Importers  have  noted  the 
extremely  difficult  task  of  associating 
paper  certificates  with  the  proper 
contents  of  a  shipping  container  that 
may  contain  items  not  subject  to  the 
certification  requirement  and  many 
items  that  are,  but  that  are  subject  to 
varying  certification  requirements 
depending  on  the  specific  product  in 
question.  Similar  difficulties  have  been 
noted  with  respect  to  bulk  shipments 
that  are  then  broken  down  for  shipment 
to  a  number  of  distributors  or  retailers. 
Manufacturers  of  small  volume  per 
retailer  products  have  noted  the 
substantial  additional  complexity  and 
cost  if  such  products  must  be 
accompanied  by  appropriate  paper 
certificates  down  to  the  individual 
retailer  level.  This  later  situation  has 
been  identified  as  extremely 


problematic  for  manufacturers 
(including  importers)  and  private 
labelers,  that  are  not  associated  with 
major  retail  chains,  but  who  ship  to 
many  independent  retailers.  Finally 
many  commenters  have  noted  that 
international  and  domestic  commerce  is 
now  largely  tracked  and  otherwise 
conducted  electronically  and  that  a 
return  to  paper  for  some  portion  of  that 
commerce  is  a  major  step  backward  in 
facilitating  efficient  trade.  Based  on  all 
of  the  above,  the  Commission  believes 
that  immediately  recognizing  the 
suitability  of  electronic  certificates 
provided  they  meet  the  statutory 
content  and  availability  requirements  is 
appropriate. 

V.  Electronic  Certificates  Can 
“Accompany”  Products  and  Product 
Shipments  and  Can  Be  “Furnished”  to 
Distributors  and  Retailers 

Section  14(g)(3)  requires  that  the 
certificate  “accompany”  each  product  or 
shipment  of  products  and  be 
“furnished”  to  each  distributor  or 
retailer  of  the  product.  The  legislative 
history  of  section  102(b)  of  CPSIA  is 
silent  as  to  the  intended  meaning  of  the 
word  “accompany.”  Among  other 
meanings,  Webster’s  defines 
“accompany”  to  mean  “coexist  or  occur 
with.”^  The  Commission  believes  that  a 
properly  designed  electronic  certificate 
containing  the  information  prescribed 
by  sections  14(a)  and  (g)  of  the  CPSA, 
as  applicable,  that  is  uniquely  identified 
to  the  product  or  products  covered  by 
the  certificate  is  “coexisting”  or 
“occurring  with”  the  product  or 
products  in  question. 

Webster’s  defines  “furnish”  as  “to 
supply”  or  “give.”  ^  The  Commission 
believes  that  an  electronic  certificate 
that  can  be  reasonably  accessed  by 
distributors  and  retailers  satisfies  the 
requirement  of  “furnishing”  the 
certificate  to  distributors  and  retailers  of 
the  product. 

VI.  Acceptable  Form  of  Electronic 
Certificate 

As  noted  above  in  section  II.  of  this 
preamble,  CPSA  sections  14(a)  and  (g) 
specify  the  information  that  must  be  in 
a  certificate  and  the  form  in  which  it 
must  be  available.  For  purposes  of  this 
rule,  which  limits  the  requirement  to 
furnish  certificates  to  importers  and 
domestic  manufacturers,  the  applicable 
portions  of  those  provisions  are  as 
follows: 

1.  Identification  of  the  product 
covered  by  the  certificate. 


Webster’s  II  New  Riverside  University 
Dictionary,  Houghton  Mifflin  Company,  1994,  at  p. 
71. 

*/d.  at  p.  513. 


2.  Citation  to  each  CPSC  product 
safety  regulation  to  which  the  product  is 
being  certified.  Specifically,  CPSIA 
requires  that  the  certificate  specify  each 
applicable  consumer  product  safety  rule 
under  the  Consumer  Product  Safety  Act 
and  any  similar  rule,  ban,  standard  or 
regulation  under  any  other  Act  enforced 
by  the  Commission  that  is  applicable  to 
the  product. 

3.  Identification  of  the  importer  or 
domestic  manufacturer  as  applicable 
certifying  compliance  of  the  product, 
including  the  importer  or  domestic 
manufacturer’s  name,  full  mailing 
address,  and  telephone  number. 

4.  Contact  information  for  the 
individual  maintaining  records  of  test 
results,  including  the  custodian’s  name, 
e-mail  address,  full  mailing  address,  and 
telephone  number.  (CPSC  recommends 
that  each  issuer  maintain  test  records 
supporting  the  certification  for  at  least 
three  years  as  is  currently  required  by 
certain  consumer  product  specific  CPSC 
standards,  for  example  at  16  CFR 
1508.10  for  full-size  baby  cribs.). 

5.  Date  (month  and  year  at  a 
minimum)  and  place  (including  city  and 
country  or  administrative  region)  where 
the  product  was  manufactured.  (If  the 
same  manufacturer  operates  more  than 
one  location  in  the  same  city,  the  street 
address  of  the  factory  in  question 
should  be  provided.) 

6.  Date  and  place  (including  city  and 
country  or  administrative  region)  where 
the  product  was  tested  for  compliance 
with  the  regulation(s)  cited  above. 

7.  Identification  of  any  third-party 
laboratory  on  whose  testing  the 
certificate  depends,  including  name,  full 
mailing  address  and  telephone  number 
of  the  laboratory. 

Section  14(g)(2)  requires  that  the 
foregoing  information  be  available  in 
English.  As  provided  for  in  CPSIA,  the 
same  information  also  may  be  provided 
in  any  other  language. 

The  Commission  expects  that  the 
statutory  content  and  language 
requirements  will  be  met  for  any 
certificate,  w'hether  issued  in  electronic 
or  paper  form. 

The  Commission  believes  that  an 
electronic  certificate  is  properly 
“accompanying”  the  product  or 
shipment  of  the  product  as  required  by 
CPSIA  if  a  certificate  meeting  the 
requirements  of  the  rule  issued  today 
can  reasonably  be  accessed  by 
information  on  the  product  or 
accompanying  the  product  or  shipment, 
for  example  a  unique  identifier  that  can 
be  accessed  via  a  World  Wide  Web  URL 
or  other  electronic  means,  provided  the 
URL  or  other  electronic  means  and  the 
certificate  and  unique  identifier  are 
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available  to  the  Commission 
immediately  when  the  product  or 
shipment  itself  is  available  for 
inspection  in  the  United  States. 
Similarly,  if  a  reasonable  means  to 
access  the  electronic  certificate  is 
available  to  distributor(s)  and  retailer{s), 
the  Commission  believes  that  the 
statutory  “furnish”  requirement  is  met. 

As  with  paper  certificates,  for  an 
electronic  certificate  to  “accompany”  a  ' 
shipment,  it  must  be  created  prior  to 
arrival  of  the  shipment  in  question  into 
U.S.  domestic  commerce.  The 
Commission  would  expect  that  an 
electronic  certificate  would  have  a 
means  to  verify  the  date  of  its  creation 
or  last  modification. 

Any  entity  or  entities  may  maintain 
the  electronic  certificate  platform(s)  and 
may  enter  the  requisite  data.  However, 
the  certifying  entity  or  entities  remain 
legally  responsible  for  the  accuracy  and 
completeness  of  the  certificate 
information  required  by  statute  and  its 
availability  in  timely  fashion.'’ 

VII.  Paperwork  Reduction  Act 

This  final  rule  does  not  impose  any 
information  collection  requirements. 
Rather,  it  restates  the  express  statutory 
requirements  for  the  content  of 
certificates  that  appear  at  sections  14(a) 
and  (g)  of  the  CPSA.  Accordingly  it  is 
not  subject  to  the  Paperwork  Reduction 
Act,  44  U.S.C.  sections  3501  through 
3520. 

VIII.  Executive  Order  12988 

According  to  Executive  Order  12988 
(February  5,  1996),  agencies  must  state 
in  clear  language  the  preemptive  effect, 
if  any,  of  new  regulations.  This 
regulation  is  issued  under  authority  of 
the  CPSA  and  the  CPSIA.  The  CPSA 
provision  on  preemption  appears  at 
section  26  thereof.  The  CPSIA  provision 
on  preemption  appears  at  section  231  > 

thereof.  Otherwise  the  preemptive  effect 
of  this  rule  would  be  determined  in  an 
appropriate  proceeding  in  a  court  of 
competent  jurisdiction. 

IX.  Environmental  Considerations 

This  final  rule  falls  within  the  scope 
of  the  Commission’s  environmental 
review  regulations  at  16  CP'R 
1021.5(c)(2)  which  provide  a  categorical 
exclusion  from  any  requirement  for  the 
agency  to  prepare  an  environmental 
assessment  or  environmental  impact 
statement  for  product  certification  rules. 


®  It  is  also  self  evident  that  a  product  subject  to 
an  applicable  CPSC  standard,  ban.  or  regulation  is 
expected  to  comply  therewith,  irrespective  of  the 
issuance  and  availability  of  a  certihcate. 


X.  Immediate  Effective  Date 

The  Commission  is  issuing  this  rule 
as  an  immediately  effective  final  rule. 
Section  553(b)  of  the  Administrative 
Procedure  Act  (“APA”),  5  U.S.C.  553, 
excludes  rules  from  the  otherwise 
applicable  notice  and  comment 
requirements  of  the  APA,  infer  alia, 
where  the  agency  for  good  cause  finds 
that  notice  and  comment  are 
impracticable  or  contrary  to  the  public 
interest.  Here,  the  CPSIA  statutory 
deadline  for  issuance  of  certificates  is 
November  12,  2008  for  products 
manufactured  on  or  after  that  date. 

There  is  substantial  confusion  in  the 
regulated  community  as  to  the 
application  and  implementation  of  that 
requirement.  Moreover,  the 
Commission’s  resources  are  extremely 
challenged  by  the  myriad  of  near  term 
statutory  deadlines  for  implementation 
of  various  other  CPSIA  provisions. 
Accordingly,  the  Commission  finds  that 
notice  and  comment  on  this  rule  is 
impracticable  and  would  not  be  in  the 
public  interest. 

Section  553(d)  of  the  APA  excludes 
certain  final  rules  from  the  otherwise 
applicable  APA  requirement  that  the 
effective  date  of  a  rule  be  at  least  30 
days  after  publication  of  the  rule.  The 
pertinent  exclusions  here  are  for  a  rule 
that  relieves  a  restriction  and  “as 
otherwise  provided  for  good  cause 
shown  and  published  with  the  rule.”  In 
view  of  the  certificate  deadline  of 
November  12,  2008  for  products  subject 
to  the  requirement  that  are 
manufactured  on  or  after  that  date,  the 
Commission  finds  that  good  cause  exists 
to  make  this  rule  effective  immediately. 

List  of  Subjects  in  16  CFR  Part  1110 

Consumer  protection,  labeling. 

■  For  the  reasons  stated  in  the  preamble, 
the  Commission  amends  Title  16  of  the 
Code  of  Federal  Regulations  by  adding 
a  new  part  1110  to  read  as  follows: 

PART  1110— CERTIFICATES  OF 
COMPLIANCE 

■  Sec. 

1110.1  Purpose  and  scope. 

1110.3  Definitions. 

1110.5  Acceptable  certificates. 

1110.7  Who  must  certify  and  provide  a 
certificate. 

1110.9  Form  of  certificate. 

1110.11  Contents  of  certificate. 

1 1 1 0. 1 3  Availability  of  electronic 
certificate. 

1110.15  Legal  responsibility  for  certificate 
information. 

Authority:  Pub.  L.  No.  110-314,  §3, 122 
Stat.  3016,  3017  (2008);  15  U.S.C.  14. 


PART  1110— CERTIFICATES  OF 
COMPLIANCE 

§  1 1 1 0.1  Purpose  and  scope. 

(a)  This  part  1110: 

(1)  Limits  the  entities  required  to 
provide  certificates  in  accordance  with 
section  14(a)  of  the  Consumer  Product 
Safety  Act,  as  amended  (CPSA),  15 
U.S.C.  2063(a).  to  importers  and  U.S. 
domestic  manufacturers: 

(2)  Specifies  the  content,  form,  and 
availability  requirements  of  the  CPSA 
that  must  be  met  for  a  certificate  to 
satisfy  the  certificate  requirements  of 
section  14(a):  and 

(3)  Specifies  means  by  which  an 
electronic  certificate  shall  meet  those 
requirements. 

(b)  This  part  1110  does  not  address 
issues  related  to  type  or  frequency  of 
testing  necessary  to  satisfy  the 
certification  requirements  of  CPSA 
section  14(a).  It  does  not  address  issues 
related  to  CPSA  section  14(g)(4) 
concerning  advance  filing  of  electronic 
certificates  of  compliance  with  the 
Commission  and/or  the  Commissioner 
of  Customs. 

§1110.3  Definitions. 

The  following  definitions  apply  for 
purposes  of  this  part  1110. 

(a)  Electronic  certificate  means,  for 
purposes  of  this  part  1110,  a  set  of 
information  available  in,  and  accessible 
by,  electronic  means  that  sets  fcrth  the 
information  required  by  CPSA  section 
14(a)  and  section  14(g)  and  that  meets 
the  availability  requirements  of  CPSA 
section  14(g)(3). 

(b)  Unless  otherwise  stated,  the 
definitions  of  section  3  of  the  CPSA  and 
additional  definitions  in  the  Consumer 
Product  Safety  Improvement  Act  of 
2008  (CPSIA),  Pub.  L.  110-314,  apply 
for  purposes  of  this  part  1110. 

§  1 1 1 0.5  Acceptable  certificates. 

A  certificate  that  is  in  hard  copy  or 
electronic  form  and  complies  with  all 
applicable  requirements  of  this  part 
1110  meets  the  certificate  requirements 
of  section  14  of  the  CPSA.  This  does  not 
relieve  the  importer  or  domestic 
manufacturer  from  the  underlying 
statutory  requirements  concerning  the 
supporting  testing  and/or  other  bases  to 
support  certification  and  issuance  of 
certificates. 

§  1 1 1 0.7  Who  must  certify  and  provide  a 
certificate. 

(a)  Imports.  Except  as  otherwise 
provided  in  a  specific  standard,  in  the 
case  of  a  product  manufactured  outside 
the  United  States,  only  the  importer 
must  certify  in  accordance  with,  and 
provide  the  certificate  required  by. 
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CPSA  section  14(a)  as  applicable,  that 
the  product  or  shipment  in  question 
complies  with  all  applicable  CPSA  rules 
and  all  similar  rules,  bans,  standards, 
and  regulations  applicable  to  the 
product  or  shipment  under  any  other 
Act  enforced  by  the  Commission. 

(b)  Domestic  products.  Except  as  ' 
otherwise  provided  in  a  specific 
standard,  in  the  case  of  a  product 
manufactured  in  the  United  States,  only 
the  manufacturer  must  certify  in 
accordance  with,  and  provide  the 
certificate  required  by,  CPSA  section 
14(a)  as  applicable,  that  the  product  or 
shipment  in  question  complies  with  all 
applicable  CPSA  rules  and  all  similar 
rules,  bans,  standards,  and  regulations 
applicable  to  the  product  or  shipment 
under  any  other  Act  enforced  by  the 
Commission. 

(c)  Availability  of  certificates. 

(1)  Imports.  In  the  case  of  imports,  the 
certificate  required  by  CPSA  section 
14(a)  must  be  available  to  the 
Commission  from  the  importer  as  soon 
as  the  product  or  shipment  itself  is 
available  for  inspection  in  the  United 
States. 

(2)  Domestic  products.  In  the  case  of 
domestic  products,  the  certificate 
required  by  CPSA  section  14(a)  must  be 
available  to  the  Commission  fi'om  the 
manufacturer  prior  to  introduction  of 
the  product  or  shipment  in  question 
into  domestic  commerce. 

§  1 1 1 0.9  Form  of  certificate. 

As  required  by  CPSA  section  14(g)(2), 
the  information  on  a  hard  copy  or 
electronic  certificate  must  be  provided 
in  English  and  may  be  provided  in  any 
other  language. 

§  1 1 1 0.1 1  Content  of  certificate. 

As  required  by  CPSA  sections  14(a) 
and  14(g),  a  certificate  must  contain  the 
following  information: 

(a)  Identification  of  the  product 
covered  by  the  certificate. 

(b)  Citation  to  each  CPSC  product 
safety  regulation  or  statutory 
requirement  to  which  the  product  is 
being  certified.  Specifically,  the 
certificate  shall  identify  separately  each 
applicable  consumer  product  safety  rule 
under  the  Consumer  Product  Safety  Act 
and  any  similar  rule,  ban,  standard  or 
regulation  under  any  other  Act  enforced 
by  the  Commission  that  is  applicable  to 
the  product. 

(c)  Identification  of  the  importer  or 
domestic  manufacturer  certifying 
compliance  of  the  product,  including 
the  importer  or  domestic  manufacturer’s 
name,  full  mailing  address,  and 
telephone  number. 

(d)  Contact  information  for  the 
individual  maintaining  records  of  test 


results,  including  the  custodian’s  name, 
e-mail  address,  full  mailing  address,  and 
telephone  number.  (CPSC  suggests  that 
each  issuer  maintain  test  records 
supporting  the  certification  for  at  least 
three  years  as  is  currently  required  by 
certain  consumer  product  specific  CPSC 
standards,  for  example  at  16  CFR 
1508.10  for  full-size  baby  cribs.) 

(e)  Date  (month  and  year  at  a 
minimum)  arid  place  (including  city  and 
state,  country,  or  administrative  region) 
where  the  product  was  manufactured.  If 
the  same  manufacturer  operates  more 
than  one  location  fn  the  same  city;  the 
street  address  of  the  factory  in  question 
should  be  provided. 

(f)  Date  and  place  (including  city  and 
state,  country  or  administrative  region) 
where  the  product  was  tested  for 
compliance  with  the  regulation(s)  cited 
above  in  subsection  (b). 

(g)  Identification  of  any  third-party 
laboratory  on  whose  testing  the 
certificate  depends,  including  name,  full 
mailing  address  and  telephone  number 
of  the  laboratory. 

§1110.13  Availability  of  electronic 
certificate. 

(a)  CPSA  section  14(g)(3)  requires  that 
the  certificates  required  by  section  14(a) 
“accompany”  each  product  or  product 
shipment  and  be  “furnished”  to  each 
distributor  and  retailer  of  the  product  in 
question. 

(1)  An  electronic  certificate  satisfies 
the  “accompany”  requirement  if  the 
certificate  is  identified  by  a  unique 
identifier  and  can  be  accessed  via  a 
World  Wide  Web  URL  or  other 
electronic  means,  provided  the  URL  or 
other  electronic  means  and  the  unique 
identifier  are  created  in  advance  and  are 
available,  along  with  access  to  the 
electronic  certificate  itself,  to  the 
Commission  or  to  the  Customs 
authorities  as  soon  as  the  product  or 
shipment  itself  is  available  for 
inspection. 

(2)  An  electronic  certificate  satisfies 
the  “furnish”  requirement  if  the 
distributor(s)  and  retailer(s)  of  the 
product  are  provided  a  reasonable 
means  to  access  the  certificate. 

(b)  An  electronic  certificate  shall  have 
a  means  to  verify  the  date  of  its  creation 
or  last  modification. 

§1110.15  Legal  responsibility  for 
certificate  information. 

Any  entity  or  entities  may  maintain 
an  electronic  certificate  platform  and 
may  enter  the  requisite  data.  However, 
the  entity  or  entities  required  by  CPSA 
section  14(a)  to  issue  the  certificate 
remain  legally  responsible  for  the 
accuracy  and  completeness  of  the 
certificate  information  required  by 


statute  and  its  availability  in  timely 
fashion. 

Dated:  November  10,  2008. 

Todd  A.  Stevenson, 

Secretary,  Consumer  Product  Safety 
Commission. 

[FR  Doc.  E8-27356  Filed  11-13-08;  4:15  pm) 
BILLING  CODE  6355-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  601 

[Docket  No.  FDA-2006-N-0364]  (formerly 
Docket  No.  2006N-0466) 

Exceptions  or  Alternatives  to  Labeling 
Requirements  for  Products  Held  by  the 
Strategic  National  Stockpile;  Technical 
Amendment 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Final  rule;  technical 
amendment. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  amending  the 
biologies  regulations  to  reincorporate  a 
regulation  that  was  inadvertently 
removed.  This  action  is  being  taken  to 
correct  the  regulations. 

DATES:  This  rule  is  effective  November 
18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Tiffany  J.  Brown,  Center  for  Biologies 
Evaluation  and  Research  (HFM-17), 
Food  and  Drug  Administration,  1401 
Rockville  Pike,  suite  200N,  Rockville, 
MD  20852-1448,  301-827-6210. 
SUPPLEMENTARY  INFORMATION:  FDA  has 
discovered  that  an  error  appeared  in  the 
agency’s  codified  regulations  for  part 
601  (21  CFR  part  601).  In  the  Federal 
Register  of  December  28,  2007  (72  FR 
73589),  FDA  published  an  interim  final 
rule  that  inadvertently  revised 
§601.12(f)(3)(i)(D)  (21  CFR 
601.12(f)(3)(i)(D))  instead  of  adding  a 
new  paragraph,  §  601.12(f)(3)(i)(E). 
Accordingly,  §  601.12(f)(3)(i)(D),  which 
was  added  in  the  Federal  Register  of 
January  24,  2006  (71  FR  3922),  is  being 
reincorporated  into  the  regulations  to 
replace  current  §  601.12(f)(3)(i)(D); 
current  §  601.12(f)(3)(i)(D)  is  being 
redesignated  as  §  601.12(fy3)(i)(E).  This 
document  corrects  the  errors  described 
previously.  Publication  of  this 
document  constitutes  final  action  under 
the  Administrative  Procedure  Act  (5 
U.S.C.  553).  FDA  has  determined  that 
notice  and  public  comment  are 
unnecessary  because  this  amendment  is 
nonsubstantive. 
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List  of  Subjects  in  21  CFR  Part  601 

Administrative  practice  and 
procedure.  Biologies,  Confidential 
business  information. 

■  Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  the  Public 
Health  Service  Act,  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs,  21  CFR  part  601  is  amended 
as  follows: 

PART  601— LICENSING 

■  1.  The  authority  citation  for  21  CFR 
part  601  continues  to  read  as  follows: 

Authority:  15  U.S.C.  1451-1561;  21  U.S.C. 
321, 351, 352, 353, 355, 356b, 360,  360c- 
360f,  360h-360j,  371,  374,  379e,  381;  42 
U.S.C.  216,  241,  262,  263,  264;  sec  122,  Pub. 
L.  105-115,  111  Stat.  2322  (21  U.S.C.  355 
note). 

■  2.  In  §  601.12,  redesignate  paragraph 
(f)(3)(i)(D)  as  paragraph  (f)(3)(i)(E)  and 
add  new  paragraph  {f)(3)(i)(D)  to  read  as 
follows; 

§  601 .1 2  Changes  to  an  approved 
application. 

***** 

(f)*  *  * 

{3)(i)  *  *  * 

(D)  A  change  to  the  information 
required  in  §  201.57(a)  of  this. chapter  as 
follows: 

(1)  Removal  of  a  listed  section(s) 
specified  in  §  201.57(a)(5)  of  this 
chapter;  and 

(2)  Changes  to  the  most  recent 
revision  date  of  the  labeling  as  specified 
in  §  201.57(a)(15)  of  this  chapter. 
***** 

Dated:  November  10,  2008. 

Jeffrey  Shuren, 

Associate  Commissioner  for  Policy  and 
Planning. 

[FR  Doc.  E8-27254  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4160-01-S 


PENSION  BENEFIT  GUARANTY 
CORPORATION 

29  CFR  Parts  4041  and  4042 
RIN  1212-AB14 

Disclosure  of  Termination  Information 

agency:  Pension  Benefit  Guaranty 
Corporation. 

ACTION:  Final  rule. 

SUMMARY:  This  is  a  final  rule  to 
implement  section  506  of  the  Pension 
Protection  Act  of  2006  (Pub.  L.  109-280) 
which  amends  sections  4041  and  4042 
of  ERISA.  These  amendments  require 
^at  a  plan  administrator  disclose 
information  it  has  submitted  to  PBGC  in 


connection  with  a  distress  termination 
filing,  and  that  a  plan  administrator  or 
plan  sponsor  disclose  information  it  has 
submitted  to  PBGC  in  connection  with 
a  PBGC-initiated  termination.  The  new 
provisions  also  require  PBGC  to  disclose 
the  administrative  record  in  a.  PBGC- 
initiated  termination.  The  disclosures 
must  be  made  to  an  affected  party  upon 
request. 

DATES:  Effective  December  18,  2008.  For 
information  about  applicability  of  the 
amendments  made  by  this  rule,  see 
Applicability  in  the  SUPPLEMENTARY 
INFORMATION. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kenneth  Cooper,  Assistant  General 
Counsel:  or  Catherine  Klion,  Manager, 
Regulatory  and  Policy  Division, 
Legislative  and  Regulatory  Department, 
Pension  Benefit  Guaranty  Corporation, 
1200  K  Street,  NW.,  Washington,  DC 
20005-4026;  202-326-4024.  (TTY/TDD 
users  may  call  the  Federal  relay  service 
toll-free  at  1-800-877-8339  and  ask  to 
be  connected  to  202-326—4024.) 
SUPPLEMENTARY  INFORMATION: 

Background 

Pension  Benefit  Guaranty  Corporation 
(“PBGC”)  administers  the  pension  plan 
termination  insurance  program  under 
Title  IV  of  the  Employee  Retirement 
Income  Security  Act  of  1974  ,  as 
amended  (“ERISA”),  29  U.S.C.  1301- 
1461.  Sections  4041  and  4042  of  ERISA 
govern  the  termination  of  single¬ 
employer  defined  benefit  pension  plans 
that  are  subject  to  Title  IV.  A  plan 
administrator  may  initiate  a  distress 
termination  by  sending  a  notice  of 
intent  to  terminate  to  all  affected  parties 
pursuant  to  section  4041(a)(2).  Under 
section  4042  of  ERISA,  PBGC  may  itself 
initiate  proceedings  to  terminate  a 
pension  plan  if  it  determines  that 
certain  conditions  are  present. 

Under  section  4041(c),  a  single¬ 
employer  plan  may  terminate  in  a 
distress  termination  if  PBGC  determines 
that  the  requirements  of  section 
4041(c)(2)(B)  are  met.  Before  PBGC  can 
make  this  determination,  the  plan 
administrator  must  provide  certain 
information  to  PBGC  pursuant  to  section 
4041(c)(2)(A).  Under  §  4041.45(c)  of 
PBGC’s  regulation  on  Termination  of 
Single  Employer  Plans,  29  CFR  part 
4041,  PBGC  may  also  require  the 
submission  of  additional  information. 

PBGC  determines  whether  a  plan 
meets  the  criteria  for  a  distress 
termination  or  a  PBGC-initiated 
termination  through  an  informal 
adjudicatory  process.  If  PBGC  staff 
believe  that  a  plan  should  be 
terminated,  a  written  recommendation 
is  prepared.  With  certain  exceptions,  the 


recommendation  is  then  reviewed  by 
the  Trusteeship  Working  Group 
(“TWG”),  an  interdepartmental  body 
comprised  of  representatives  from 
PBGC’s  financial,  actuarial,  policy, 
regulatory,  and  legal  departments.  If  the 
TWG  agrees  with  the  staff 
recommendation,  it  forwards  its  own 
recommendation  concerning  the 
termination  to  the  Director  or  other 
designated  official  (“Deciding  Official”). 
All  determinations  are  documented  in  a 
trusteeship  decision  record. 

As  part  of  the  informal  adjudicatory 
process,  PBGC  staff  may  present  or 
make  available  to  the  TWG  information 
and  documents  that  relate  to  a 
termination  recommendation  and,  if  the 
TWG  recommends  termination,  to  the 
Deciding  Official.  This  material  may 
include  information  that  PBGC  has 
obtained  from  the  plan  sponsor  or  plan 
administrator,  as  well  as  other 
information  that  PBGC  has  obtained  or 
generated. 

For  PBGC-initiated  terminations,  if 
the  Deciding  Official  approves  the 
termination,  PBGC  sends  a  notice  to  the 
plan  administrator  that  the 
determination  has  been  made  (“Notice 
of  Determination”).  The  plan  may  then 
be  terminated  by  agreement  or  PBGC 
may  apply  to  the  appropriate  district 
court  for  a  decree  adjudicating  that  the 
plan  must  be  terminated. 

PPA  2006  Amendments 

On  August  17,  2006,  the  President 
signed  into  law  the  Pension  Protection 
Act  of  2006,  Pub.  L.  109-280  (“PPA 
2006”).  Section  506  of  PPA  2006  adds 
disclosure  provisions  to  both  sections 
4041  and  4042  of  ERISA.  These 
provisions  allow  an  affected  party  to 
request  information  related  to  a  plan 
termination  from  the  plan  administrator 
in  the  case  of  a  distress  termination 
under  section  4041,  and  from  the  plan 
administrator,  plan  sponsor,  and  PBGC 
in  the  case  of  a  termination  under 
section  4042.  “Affected  party”  is 
defined  in  section  4001(a)(21)  of  ERISA 
to  include  each  participant  in  the  plan, 
each  beneficiary  under  the  plan,  each 
employee  organization  representing 
plan  participants,  and  PBGC. 

With  respect  to  distress  terminations, 
the  new  provisions  require  that  a  plan 
administrator  that  has  filed  a  Notice  of 
Intent  to  Terminate  must  provide  to  an 
affected  party,  upon  request, 
information  submitted  to  PBGC  in 
conjunction  with  the  distress 
termination.  This  information  must  be 
provided  not  later  than  15  days  after 
receipt  of  the  request.  One  of  the  new 
provisions  allows  a  court  to  limit 
disclosure  of  confidential  information  to 
an  authorized  representative  of  the 
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participants  and  beneficiaries  that 
agrees  to  keep  the  information 
confidential. 

With  respect  to  PBGC-initiated 
terminations,  the  new  provisions 
require  that,  following  receipt  by  the 
plan  administrator  of  a  Notice  of 
Determination,  the  plan  sponsor,  plan 
administrator,  and  PBGC  must  provide 
information  related  to  the  termination  to 
an  affected  party  upon  request.  The  plan 
sponsor  or  plan  administrator  must,  not 
later  than  1 5  days  after  receipt  of  a 
request,  provide  copies  of  any 
information  it  provided  to  PBGC  in 
connection  with  the  termination.  PBGC 
must,  not  later  than  15  days  after  receipt 
of  a  request,  provide  a  copy  of  the 
administrative  record,  including  the 
trusteeship  decision  record.  As  in  the 
distress  termination  provisions,  one  of 
the  new  provisions  allows  a  court  to 
limit  disclosure  of  confidential 
information  to  an  authorized 
representative.  The  new  provisions  are 
applicable  to  terminations  initiated  on 
or  after  August  17,  2006. 

On  December  5,  2007  (at  72  FR 
68542),  PBGC  published  a  proposed  rule 
to  amend  sections  4041  and  4042  of 
ERISA  to  implement  the  provisions  of 
section  506  of  PPA  2006.  PBGC  received 
two  comments  on  the  proposed  rule, 
one  from  a  labor  union  and  one  from  a 
business  federation. 

One  commenter  suggested  that  the 
final  rule  explicitly  recognize  that  the 
new  disclosure  provisions  in  sections 
4041(c)(2)(D)  and  4042(c)(3)  of  ERISA 
do  not  alter  any  disclosure  obligations 
under  other  federal  statutes  and  rules. 
The  provisions  added  by  section  506  of 
PPA  2006  apply  only  to  the  disclosure 
of  information  in  connection  with  a 
distress  termination  or  PBGC-initiated 
termination  under  Title  IV  of  ERISA  and 
are  independent  of  disclosure 
requirements  in  other  statutes.  However, 
PBGC  does  not  believe  it  is  necessary  to 
revise  the  final  regulation  in  response  to 
this  comment. 

Both  commenters  commented  on  the 
confidentiality  provisions  in  the  final 
rule.  One  commenter  suggested  that  the 
final  rule  provide  some  guidance 
regarding  reasonable  fees  that  may  be 
charged  by  a  plan  administrator.  These 
points  are  discussed  below'  with  the 
topics  to  which  they  relate.  ’ 


’  One  commenter  suggested  that  the  final 
regulation  allow  for  an  exception  to  the  assumed 
receipt  date  of  three  business  days  after  PBG(’ 
issues  a  notice  that  a  plan  should  be  terminated. 

The  commenter  suggested  that  a  plan  administrator 
or  plan  sponsor  be  allowed  to  use  the  actual  receipt 
date  if  it  can  prove  that  actual  receipt  occurred  after 
three  business  days.  The  commenter  incorrectly 
stated  that  the  assumed  receipt  date  starts  the  clock 
for  the  fifteen  business  days  a  plan  administrator 
has  to  respond  to  a  request  from  an  affected  party 


The  final  regulation  is  unchanged 
from  the  proposed  regulation,  except 
that  the  final  regulation  states  explicitly, 
with  reference  to  the  applicable 
statutory  provisions,  that  plan 
administrators  in  distress  and  PBGG- 
initiated  terminations,  and  plan 
sponsors  in  PBGC-initiated 
terminations,  may  charge  a  reasonable 
fee  for  any  information  provided  in 
other  than  electronic  form. 

Final  Regulation 

General  Provisions 

Section  506  of  PPA  2006  generally 
requires  that  information  be  provided  to 
an  affected  party  upon  request.  The  final 
regulation  requires  that  all  requests  to 
the  plan  administrator,  plan  sponsor,  or 
PBGC  be  made  in  writing,  and  contain 
information  relating  to  the  plan,  and  the 
requestor’s  status  as  an  affected  party. 

Section  506  of  PPA  2006  requires  that 
the  plan  administrator,  plan  sponsor,  or 
PBGC  provide  information  not  later  than 
15  days  after  receipt  of  a  request.  A  plan 
administrator  or  plan  sponsor  must  also 
provide  information  not  later  than  15 
days  after  the  submission  of  additional 
information  to  PBGC.  For  this  purpose, 
because  a  large  amount  of  information 
may  need  to  be  disclosed  in  a  short 
time,  PBGC  is  interpreting  “day”  to 
mean  “business  day,”  as  defined  in 
§  4000.22  of  PBGC’s  regulation  on 
Filing,  Issuance,  Computation  of  Time, 
and  Record  Retention,  29  CFR  part 
4000. 

Sections  4041(c)(2)(D)(iii)  and 
4042(c)(3)(D)  of  ERISA,  added  by  PPA 
2006,  state  that  PBGC  may  prescribe  the 
form  and  manner  of  the  provision  of 
information  under  the  respective 
provisions.  These  provisions  state  that 
information  may  be  delivered  “in 
written,  electronic  or  other  appropriate 
form  to  the  extent  such  form  is 
reasonably  accessible”  to  the  individual 
who  makes  the  request.  PBGC’s  issuance 
rules  in  part  4000,  subpart  B,  are 
appropriate  for  the  provision  of 
information  under  sections 
4041(c)(2)(D)(iii)  and  4042(c)(3)(D). 
Accordingly,  the  provision  of 
information  under  section 
4041(c)(2)(D)(iii)  will  be  governed  by 
§4041.3  of  PBGC’s  current  regulation, 
which  provides  that  subpart  B  of  part 
4000  applies  to  issuances  relating  to 
plan  terminations.  The  date  of  issuance 
will  be  determined  in  accordance  with 


for  information  about  the  termination.  However,  the 
assumed  receipt  date  is  the  earliest  date  on  which 
an  affected  party  may  make  a  request  for 
information.  If  a  plan  administrator  or  plan  sponsor 
receives  a  request  from  an  affected  party  on  or  after 
that  date,  it  then  has  fifteen  business  days  to 
provide  the  information. 


part  4000,  subpart  C,  as  provided  in 
§4041.3. 

With  respect  to  a  PBGC-initiated 
termination,  the  final  regulation 
requires  that  a  plan  administrator  or 
plan  sponsor  respond  to  a  request  under 
section  4042(c)(3)(D)  of  ERISA  in 
accordance  with  part  4000,  subpart  B. 
The  final  regulation  further  provides 
that  the  date  of  issuance  is  determined 
in  accordance  with  the  rules  in  part 
4000,  subpart  C. 

Sections  4041(c)(2)(D)(iii)(II)  and 
4042(c)(3)(D)(ii)  of  ERISA  provide  that  a 
plan  administrator,  in  the  case  of  a 
distress  termination,  and  a  plan 
sponsor,  in  the  case  of  a  PBGC-initiated 
termination,  may  charge  a  reasonable 
fee  for  any  information  provided  in 
other  than  electronic  form.  As  noted 
above,  a  commenter  suggested  that 
PBGC  provide,  at  minimum,  some 
direction  to  plan  administrators  and 
plan  sponsors  with  regard  to  what 
constitutes  a  reasonable  fee.  The 
commenter  suggested  that  PBGC  look  to 
FOIA  and  to  section  104(b)C4)  of  ERISA. 

Unlike  FOIA,  which  states  that  “each 
agency  shall  promulgate  regulations 

*  *  *  specifying  the  schedule  of  fees 
applicable  to  the  processing  of  requests 

*  *  *”  (5  U.S.C.  §552(a)(4)(A)(i)),there 
is  no  directive  to  establish  fee  schedules 
in  sections  4041(c)(2)(D)(iii)  and 
4042(c)(3)(D)  of  ERISA.  Moreover,  while 
these  sections  state  that  PBGC  may 
prescribe  the  form  and  manner  of 
disclosure,  they  do  not  contain  language 
similar  to  that  in  section  104(b)(4)  of 
ERISA  with  respect  to  prescribing  the 
maximum  amount  of  a  reasonable  fee. 
For  these  reasons,  PBGC  has  decided 
not  to  accommodate  the  commenter’s 
suggestion. 

PBGC  has  added  references  to 
sections  4041(c)(2)(D)(iii)(II)  and 
4042(c)(3)(D)(ii)  of  ERISA  to  the  final 
regulation. 

Information  To  Be  Disclosed  by  Plan 
Administrator  in  Distress  Terminations 

Under  section  4041(a)(2)  of  ERISA,  a 
plan  administrator  that  seeks  to 
terminate  a  plan  in  a  distress 
termination  must  provide  a  notice  of 
intent  to  terminate  to  each  affected 
party.  The  notice  must  include 
information  required  under  PBGC’s 
regulations.  Section  4041.43  of  PBGC’s 
regulation  on  Termination  of  Single 
Employer  Plans  specifies  the 
information  that  must  be  included  in  a 
notice  of  intent  to  terminate  that  is 
issued  to  affected  parties  other  than 
PBGC.  The  regulation  also  requires  that 
a  separate  notice  with  additional 
information  be  filed  with  PBGC  on 
PBGC  Form  600,  Distress  Termination,  ♦ 
Notice  of  Intent  to  Terminate.  After  the 
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notices  of  intent  to  terminate  have  been 
issued  to  affected  parties  other  than 
PBGC  and  the  Form  600  has  been  filed 
with  PBGC,  additional  information  must 
be  submitted  to  PBGC  at  a  later  date  in 
accordance  with  section  4041(c)(2)  of 
ERISA  and  §  4041.45  of  the  regulation. 

Section  4041(c)(2)(D)(i)  of  ERISA, 
added  by  PPA  2006,  states  in  relevant 
part: 

A  plan  administrator  that  has  filed  a  notice 
of  intent  to  terminate  under  subsection  (a)(2) 
shall  provide  to  an  affected  party  any 
information  provided  to  the  corporation 
under  subsection  (a)(2)  not  later  than  15  days 
after — 

(I)  receipt  of  a  request  from  the  affected 
party  for  the  information:  or 

(II)  the  provision  of  new  infoAnation  to  the 
corporation  relating  to  a  previous  request. 

PBGC  is  interpreting  this  provision  as 
requiring  disclosure  of  the  Form  600 
and  any  additional  information 
submitted  to  PBGC  under  section 
4041(c)(2)  of  ERISA.  PBGC  recognizes 
that  because  the  statute  references  only 
section  4041(a)(2),  which  addresses  the 
notice  of  intent  to  terminate,  it  is 
possible  to  read  section  4041(c)(2)(D)(i) 
as  requiring  that  a  plan  administrator 
disclose  only  the  Form  600.  Such  a 
narrow  reading,  however,  would  be  at 
odds  with  Congress’s  intent  to  provide 
greater  disclosure  of  information 
submitted  to  PBGC  in  connection  with 
a  distress  termination. 

The  Technical  Explanation  of  PPA 
2006  prepared  by  the  staff  of  the  Joint 
Committee  on  Taxation  states  that 
section  506  requires  “a  plan 
administrator  to  provide  an  affected 
party  with  any  information  provided  to 
PBGC  in  connection  with  the  proposed 
plan  termination.”  The  broad  reference 
to  “any  information  *  *  *  in 
connection  with  the  proposed  plan 
termination” — without  the  limitation  to 
section  4041(a)(2) — suggests  the 
required  disclosures  include 
information  submitted  to  PBGC  under 
section  4041(c)(2),  in  addition  to  the 
Form  600  filed  pursuant  to  section 
4041(a)(2)  and  the  implementing 
regulation.  Further,  because  a  plan 
administrator  files  the  Form  600  once, 
requiring  disclosure  of  only  the  Form 
600  would  give  no  effect  to  the 
requirement  in  section 
4041(c)(2)(D)(i)(lI).that  a  plan 
administrator  must  provide  copies  of 
new  information  it  submits  to  PBGC  not 
later  than  15  days  after  such 
submission. 

In  light  of  these  considerations,  the 
final  regulation  provides  that,  upon 
written  request  of  an  affected  party,  a 
plan  administrator  must  provide  copies 
of  any  information  submitted  to  PBGC 
pursuant  to  sections  4041(a)(2)  and 


4041(c)(2)  of  ERISA  and  sections 
4041.43  and  4041.45  of  the  regulation 
not  later  than  15  business  days  after 
receipt  of  the  request.  If  PBGC  Form  600 
has  not  been  filed  with  PBGC  at  the  time 
of  the  request,  the  final  regulation 
requires  the  plan  administrator  to 
provide  the  information  not  later  than 
15  business  days  after  PBGC  Form  600 
is  filed.  In  addition,  the  final  regulation 
requires  that  if  the  plan  administrator 
has  provided  information  in  response  to 
a  request  and  later  submits  additional 
information  to  PBGC  in  connection  with 
the  proposed  distress  termination,  the 
plan  administrator  must,  not  later  than 
15  business  days  after  the  submission,  ' 
provide  copies  of  that  information  to 
any  affected  party  that  has  made  a 
previous  request. 

If  a  plan  administrator  fails  to  provide 
information  under  section 
4041(c)(2)(D)(i)  of  ERISA  and  the 
implementing  regulation  within  the 
specified  timeframe,  PBGC  may  assess 
penalties  under  section  4071  of  ERISA. 

Information  To  Be  Disclosed  by  Plan  ' 
Administrator  and  Plan  Sponsor  in  a 
Termination  Initiated  by  PBGC 

Section  4042(c)(3)  of  ERISA  imposes 
disclosure  requirements  on  the  plan 
administrator,  the  plan  sponsor,  and 
PBGC  in  connection  with  a  PBGC- 
initiated  termination.  With  regard  to  the 
plan  sponsor  and  plan  administrator, 
section  4042(c)(3)(A)(i)  provides  that, 
upon  request: 

A  plan  sponsor  or  plan  administrator  of  a 
single-employer  plan  that  has  received  a 
notice  from  [PBGC]  of  a  determination  that 
the  plan  should  be  terminated  under  this 
section  shall  provide  to  an  affected  party  any 
information  provided  to  the  corporation  in 
connection  with  the  plan  termination. 

Under  this  provision,  an  affected 
party  may  request  termination 
information  only  after  the  plan 
administrator  has  received  a  Notice  of 
Determination  from  PBGC  that  the  plan 
should  be  terminated.  The  final 
regulation  adopts  an  assumed  receipt 
date  of  three  business  days  after  PBGC 
issues  the  Notice  of  Determination. 
Thus,  a  request  for  information  may  be 
made  on  or  after  the  third  business  day 
after  the  Notice  of  Determination  is 
issued.  Once  such  a  request  is  received 
by  the  plan  administrator  or  plan 
sponsor,  the  information  must  be 
provided  not  later  than  15  business  days 
after  receipt  of  the  request.  As  in  the 
case  of  a  distress  termination,  if  new 
information  relating  to  the  request  is 
submitted  to  PBGC,  copies  must  be 
provided,  not  later  than  15  business 
days  after  the  submission,  to  any 
affected  party  that  has  made  a  previous 
request. 


A  plan  administrator  or  plan  sponsor 
that  fails  to  provide  information 
requested  under  section  4042(c)(3)  of 
ERISA  and  the  implementing  regulation 
within  the  specified  timeframe  may  be 
subject  to  penalties  under  section  4071 
of  ERISA. 

Disclosure  of  Administrative  Becord  by 
PBGC  in  Terminations  Initiated  bv 
PBGC 

Section  4042(c)(3)(A)(ii)  of  ERISA 
states  that,  upon  request  of  an  affected 
party,  PBGC  “shall  provide  a  copy  of  the 
administrative  record,  including  the 
trusteeship  decision  record  of  a 
termination  of  a  plan”  not  later  than  15 
days  after  receipt  of  the  request.  The 
right  to  request  a  copy  of  the 
administrative  record  arises  only  after  a 
Notice  of  Determination  that  the  plan 
should  be  terminated  is  received  by  the 
plan  administrator.  As  in  the  provisions 
relating  to  requests  for  information  from 
the  plan  administrator  or  plan  sponsor, 
the  final  regulation  adopts  an  assumed 
receipt  date  of  3  business  days  after 
PBGC  issues  the  Notice  of 
Determination.  Thus,  a  request  for  the 
administrative  record  may  be  made  on 
or  after  the  third  business  day  after  the 
Notice  of  Determination  is  issued.  The 
final  regulation  further  provides  that 
PBGC  will  send  the  administrative 
record  to  the  affected  party  not  later 
than  15  business  days  after  it  receives 
the  request,  and  will  use  measures 
reasonably  calculated  to  ensure  actual 
receipt  (including  electronic  measures). 
This  standard  is  analogous  to  the 
requirements  in  Part  4000,  subpart  B, 
that  the  plan  administrator  and  plan 
sponsor  must  follow. 

Disclosure  of  Confidential  Information 
by  Plan  Administrator  and  Plan 
Sponsor 

Sections  4041(c)(2)(D)(ii)(I)  and 
4042(c)(3)(C)(i)  of  ERISA  prohibit  the 
disclosure  by  the  plan  administrator,  in 
connection  with  a  distress  termination, 
and  the  plan  administrator  or  plan 
sponsor,  in  connection  with  a  PBGC- 
initiated  termination,  of  information 
“that  may  directly  or  indirectly  be 
associated  with,  or  otherwise  identify, 
an  individual  participant  or 
beneficiary.”  The  final  regulation 
incorporates  this  restriction. 

In  addition,  both  sections 
4041(c)(2)(D)(ii)(I)  and  4042(c)(3)(C)(i) 
of  ERISA  provide  a  means  for  a  plan 
sponsor  or  plan  administrator  to  seek  to 
restrict  the  disclosure  of  confidential 
information  that  would  be  exempt  from 
disclosure  under  Freedom  of 
Information  Act  (“FOIA”).  Under 
section  552(b)(4)  of  FOIA,  an  agency  has 
discretion  to  withhold  documents  on 
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matters  that  are  “trade  secrets  and 
commercial  or  financial  information 
obtained  from  a  person  and  privileged 
or  confidential.”  Sections 
4041(c)(2)(D)(ii)(II)  and  4042(c)(3)(CKii) 
provide  that  a  court  may  limit 
disclosure  of  confidential  information 
described  in  section  552(b)  of  FOIA,  5 
U.S.C.  552(b),  to  “authorized 
representatives  *  *  *  of  the  participants 
or  beneficiaries  that  agree  to  ensure  the 
confidentiality  of  such  information.” 
Section  4041(c)(2)(D)(iv)  defines 
“authorized  representative”  for 
purposes  of  both  sections  4041  and  4042 
as  “any  employee  organization 
representing  participants  in  the  pension 
plan.”  Accordingly,  the  final  regulation 
provides  that  a  plan  admini.strator  that 
has  received  a  request  for  information  in 
connection  with  a  distress  termination, 
and  a  plan  administrator  or  plan 
sponsor  that  has  received  a  request  fof 
information  in  connection  with  a  PBGC- 
initiated  termination,  may  seek  a  court 
order  under  which  confidential 
information  described  in  5  U.S.C.  552(b) 
will  be  disclosed  only  to  authorized 
representatives  (within  the  meaning  of 
section  4041(c)(2)(D)(iv)  of  ERISA)  that 
agree  to  ensure  the  confidentiality  of 
such  information,  and  will  not  be 
disclosed  to  other  affected  parties. 

Typically,  the  authorized 
representative  will  be  a  labor  union  in 
a  plan  maintained  in  conjunction  with 
a  collective  bargaining  agreement. 
However,  there  may  be  no  authorized 
representative  where  the  participants 
are  not  covered  under  a  collective 
bargaining  agreement.  The  new  PPA 
2006  provisions  do  not  address  limiting 
disclosure  of  confidential  information  in 
such  cases. 

One  commenter  suggested  that  the 
final  rule  recognize  that  a 
confidentiality  agreement  voluntarily 
entered  into  between  the  appropriate 
parties  may  be  substituted  for  a  court 
order.  PBGC  is  not  adopting  this 
suggestion.  With  respect  to  requests  to 
a  plan  administrator  or  plan  sponsor, 
nothing  in  the  final  rule  precludes  a 
plan  administrator  or  plan  sponsor  from 
entering  into  a  confidentiality 
agreement  with  an  affected  party  in  lieu 
of  obtaining  a  court  order. 

Disclosure  of  Confidential  Information 
by  PBGC 

By  its  terms,  section  4042(c)(3)(C)(i)  of 
ERISA,  which  prohibits  disclosure  of 
information  that  identifies  an  individual 
participant  or  beneficiary,  applies  to  a 
plan  administrator  or  plan. sponsor,  but 
not  to  PBGC.  This  may  be  because  PBGC 
is  already  prohibited  from  disclosing 
such  information.  Under  the  Privacy 
Act,  5  U.S.C.  552a,  PBGC  is  prohibited 


from  disclosing  personally  identifiable 
information  with  regard  to  a  participant 
or  beneficiary,  without  the  individual’s 
written  consent.  There  are  narrow 
exceptions  stated  in  5  U.S.C.  552a(b), 
but  none  apply  to  di.sclosure  of 
identifying  information  that  may  be  part 
of  tbe  administrative  record  in  a  PBGC- 
initiated  termination.  Accordingly,  the 
final  regulation  states  that  PBGC  shall 
not  disclose  any  portions  of  the 
administrative  record  that  it  is 
prohibited  from  disclosing  under  5 
U.S.C.  552a. 

With  respect  to  disclosure  of 
confidential  information,  PBGC  believes 
that,  under  the  provisions  added  by 
section  506  of  PPA  2006,  it  must 
disclose  any  part  of  the  administrative 
record  that  contains  confidential 
information,  except  as  limited  by  a 
court.  Unlike  FOIA,  which  specifies 
categories  of  information  that  are 
exempt  from  disclosure,  there  are  no 
exemptions  under  section  4042(c)(3)  of 
ERISA.  Rather,  disclosure  may  only  be 
limited  by  a  court  to  the  extent  provided 
in  section  4042(c)(3)(C)(ii). 

In  addition,  PBGC  believes  that  the 
Trade  Secrets  Act,  18  U.S.C.  1805,  does 
not  apply  to  disclosure  of  the 
administrative  record  under  section 
4042(c)(3)  of  ERISA.  The  Trade  Secrets 
Act  prohibits  disclosure  of  trade  secrets 
and  related  information  “to  any  extent 
not  authorized  by  law.”  PBGC  believes 
that  the  disclosure  requirements  with 
respect  to  PBGC,  as  .set  forth  in  section 
4042(c)(3),  compel  PBGC  to  disclose  the 
administrative  record  upon  request, 
subject  only  to  limitation  by  a  court  as 
provided  in  section  4042(c)(3)(C)(ii).  As 
a  result,  such  disclosure  is  “authorized 
by  law.” 

Additionally,  PBGC  does  not  believe 
that  information  it  receives  under 
sections  4010  or  4043  of  ERISA  that 
becomes  part  of  an  administrative 
record  is  exempt  from  disclosure  under 
section  4042(c)(3).  Information  and 
documents  submitted  to  PBGC  under 
those  sections  are  “exempt  from 
disclosure  under  [FOIA],  and  *  *  * 
may  not  be  made  public,  except  as  may 
be  relevant  to  any  administrative  or 
judicial  action  or  proceeding.”  29  U.S.C. 
1310(c),  1343(f).  Tbe  exemption  from 
disclosure  under  FOIA  does  not  apply 
to  disclosure  of  tbe  administrative 
record  because  requests  for  the 
administrative  record  are  made  under 
section  4042(c)(3),  not  under  FOIA.  In 
addition,  since  material  in  the 
administrative  record  relates  to  an 
administrative  action  or  proceeding,  the 
restriction  on  making  such  material 
public  does  not  apply. 

To  address  tbe  potential  disclosure  of 
confidential  information  that  is  part  of 


an  administrative  record,  the  final 
regulation  provides  that  PBGC  will 
promptly  notify  the  plan  administrator 
and  plan  sponsor  upon  receipt  of  a 
request  for  the  administrative  record 
from  an  affected  party.  PBGC  expects 
that  this  notification  will  be  made  not 
later  than  the  second  business  day  after 
receipt  of  the  request.  Under  the  final 
regulation,  the  plan  administrator  or 
plan  sponsor  may  then  seek  a  court 
order  under  which  disclosure  of  those 
portions  of  the  administrative  record 
that  contain  confidential  information 
described  in  5  U.S.C.  552(b)  will  be 
made  only  to  authorized  representatives 
(within  the  meaning  of  section 
4041(c)(2)(D)(iv)  of  ERISA)  that  agree  to 
ensure  the  confidentiality  of  such 
information,  and  will  not  be  disclosed 
to  other  affected  parties.  The  final 
regulation  further  provides  that  if  PBGC 
receives  such  a  court  "order  prior  to  the 
15th  business  day  after  PBGC  receives  a 
request  for  the  administrative  record, 
PBGC  will  disclose  confidential 
information  that  is  part  of  the 
administrative  record  only  as  provided 
in  the  order. 

One  commenter  expressed  concern 
that  the  confidentiality  provisions  do 
not  extend  to  the  administrative  record 
provided  by  PBGC  and  that  requiring  a 
court  order  seems  to  be  an  unnecessary 
step.  However,  as  explained  above,  the 
confidentiality  provisions  do  extend  to 
the  administrative  record,  and  the  court 
order  is  required  under  the  PPA  2006 
amendment. 

As  noted  above  under  Disclosure  of 
Confidential  Information  by  Plan 
Administrator  and  Plan  Sponsor,  PBGC 
is  not  adopting  a  commenter’s 
suggestion  that  the  final  rule  recognize 
that  a  confidentiality  agreement 
voluntarily  entered  into  between  the 
appropriate  parties  may  be  substituted 
for  a  court  order.  With  respect  to 
disclosure  of  an  administrative  record 
by  PBGC,  PBGC  cannot  rely  on  a 
confidentiality  agreement  between 
private  parties  to  determine  its  statutory 
obligations  to  persons  who  are  not 
parties  to  the  agreement. 

Applicability 

The  amendments  in  this  final 
regulation  are  applicable  to  terminations 
initiated  on  or  after  August  17,  2006,  but 
only  to  requests  for  information  made 
on  or  after  December  18,  2008. 

Compliance  With  Rulemaking 
Guidelines 

E.O.  12866 

PBGC  has  determined,  in  consultation 
with  the  Office  of  Management  and 
Budget,  that  this  final  rule  is  not  a 
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“significant  regulatory  action”  under 
Executive  Order  12866.  PBGC  identifies 
the  following  specific  problems  that 
warrant  this  agency  action: 

•  The  statute  does  not  specify  the 
form  and  manner  in  which  information 
requested  must  be  provided  to  the 
affected  party,  but  instead  states  that 
PBGC  may  prescribe  such  requirements. 
Without  rules  for  how  the  information 
is  to  be  provided,  plan  administrators 
and  plan  sponsors  will  not  know 
whether  the  method  they  choose  for 
providing  requested  information  is 
appropriate. 

•  There  is  uncertainty  in  the  statute 
with  respect  to  the  information  that  a 
plan  administrator  that  has  filed  a 
notice  of  intent  to  terminate  a  plan  in  a 
distress  termination  must  provide,  upon 
request,  to  an  affected  party.  Without 
rules  for  what  information  is  to  be 
provided,  plan  administrators  will  not 
know  what  information  they  must 
provide,  and  affected  parties  will  not 
know  what  information  they  are  entitled 
to  receive. 

•  There  is  uncertainty  in  the  statute 
with  respect  to  determining  the  date  as 
of  which  an  affected  party  may  request 
information  provided  to  PBGC  in 
connection  with  a  PBGC-initiated 
termination.  Without  clarification, 
affected  parties  will  not  know  when 
they  can  begin  to  request  information, 
and  plan  administrators,  plan  sponsors, 
and  PBGC  will  not  know  when  their 
obligation  to  provide  information  arises. 

•  Unlike  FOIA,  which  specifies 
categories  of  information  that  are 
exempt  from  disclosure,  section 
4042(c)(3)(c)(ii)  of  ERISA  provides  only 
that  a  court  may  limit  disclosure  by 
PBGC  of  confidential  information 
described  in  section  552(b)  to  an 
authorized  representative.  The  statute 
does  not  specify  when  and  by  whom 
court  limitation  may  be  sought  in  cases 
where  PBGC  receives  a  request  for  the 
administrative  record.  Without 
clarification,  plan  administrators  and 
plan  sponsors  will  not  know  how 
disclosure  of  confidential  information 
they  submitted  to  PBGC  can  be  limited. 

Regulatory  Flexibility  Act 

PBGC  certifies  under  section  605(b)  of 
the  Regulatory  Flexibility  Act  (5  U.S.C. 
601  et  seq.)  that  the  amendments  in  this 
final  regulation  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 
Accordingly,  as  provided  in  section  605 
of  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.),  sections  603  and  604 
do  not  apply. 

The  final  rule  implements  statutory 
changes  made  by  Congress.  It  prescribes 
the  form  and  manner  for  providing 


requested  information  and  clarifies  the 
type  of  information  that  must  be 
provided  and  the  timeframes  for 
providing  such  information.  It  also 
provides  for  notification  by  PBGC  to  the 
plan  sponsor  and  plan  administrator  of 
a  request  for  an  administrative  record  so 
that  the  plan  sponsor  or  plan 
administrator  can,  if  it  chooses,  seek  a 
court  order  limiting  disclosure  of 
confidential  information  as  provided  in 
the  statute.  These  provisions  impose  no 
significant  burden  beyond  the  burden 
imposed  by  statute. 

Paperwork  Reduction  Act 

The  information  collection 
requirements  under  this  rule  have  been 
approved  by  the  Office  of  Management 
and  Budget  under  the  Paperwork 
Reduction  Act  (OMB  control  number 
1212-0065;  expires  October  31,  2011). 
An  agency  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number.  This  information  is  needed  in 
order  to  provide  sufficient  information 
to  affected  parties  about  the  termination 
or  possible  termination  of  their  pension 
plans. 

List  of  Subjects 
29  CFR  Part  4041 

Disclosure,  Pensions,  Termination  of 
pension  plans. 

29  CFR  Part  4042 

Disclosure,  Pensions,  Termination  of 
pension  plans. 

■  For  the  reasons  given  above,  29  CFR 
chapter  XL  is  amended  as  follows: 

PART  4041— TERMINATION  OF 
SINGLE-EMPLOYER  PLANS 

■  1.  The  authority  citation  for  part  4041 
continues  to  read  as  follows: 

Authority:  29  U.S.C.  1302(b)(3),  1341, 

1344, 1350. 

■  2.  New  §  4041.51  is  added  to  read  as 
follows: 

§  4041 .51  Disclosure  of  information  by 
plan  administrator  in  distress  termination. 

(a)  Request  for  Information — (1)  In 
general.  If  a  notice  of  intent  to  terminate 
under  §  4041.43  is  issued  with  respect 
to  a  plan,  an  affected  party  may  make 
a  request  to  the  plan  administrator  for 
information  submitted  to  PBGC  under 
sections  4041(a)(2)  and  4041(c)(2)  of 
ERISA  and  §§4041.43  and  4041.45. 

(2)  Requirements.  A  request  under 
paragraph  (a)  of  this  section  must: 

(i)  Be  in  writing  to  the  plan 
administrator: 

(ii)  State  the  name  of  the  plan  and  that 
the  request  is  for  information  submitted 


to  PBGC  with  respect  to  the  application 
for  a  distress  termination  of  the  plan; 

(iii)  State  the  name  of  the  person 
making  the  request  for  information  and 
such  person’s  relationship  to  the  plan 
(e.g.,  plan  participant),  and  that  such 
relationship  meets  the  definition  of 
affected  party  under  §4001.2  of  this 
chapter;  and 

(iv)  Be  signed  by  the  person  making 
the  request. 

(b)  Response  by  Plan  Administrator — 
(1)  Information.  The  information  that  a 
plan  administrator  must  provide  in 
response  to  a  request  under  paragraph 
(a)  of  this  section  includes  PBGC  Form 
600,  and  any  information  submitted  to 
PBGC  pursuant  to  section  4041(c)(2)  of 
ERISA  and  §4041.45. 

(2)  Timing  of  response.  A  plan 
administrator  that  receives  a  request 
under  paragraph  (a)  of  this  section  must 
provide  the  information  requested  not 
later  than  the  15th  business  day  (as 
defined  in  §4000.22  of  this  chapter) 
after  receipt  of  the  request. 

(3)  Deferral  of  due  date.  If,  at  the  time 
the  plan  administrator  receives  a  request 
under  paragraph  (a)  of  this  section,  the 
plan  administrator  has  not  filed  a  PBGC 
Form  600,  the  plan  administrator  must 
provide  the  information  requested 
under  paragraph  (a)  not  later  than  the 
15th  business  day  (as  defined  in 

§  4000.22  of  this  chapter)  after  a  PBGC 
Form  600  is  filed  with  PBGC. 

(4)  Supplemental  responses.  If,  at  any 
time  after  the  later  of  the  receipt  of  a 
request  under  paragraph  (a)  of  this 
section,  or  the  filing  of  PBGC  Form  600, 
the  plan  administrator  submits 
additional  information  to  PBGC  with 
respect  to  the  plan  termination  under 
section  4041(c)(2)  of  ERISA  and 
§4041.45,  the  plan  administrator  must, 
not  later  than  the  15th  business  day  (as 
defined  in  §4000.22  of  this  chapter) 
after  each  additional  submission, 
provide  the  additional  information  to 
any  affected  party  that  has  made  a 
request  under  paragraph  (a)  of  this 
section. 

(5)  Confidential  information,  (i)  In 
responding  to  a  request  under  paragraph 
(a)  of  this  section,  the  plan 
administrator  shall  not  provide 
information  that  may,  directly  or 
indirectly,  identify  an  individual 
participant  or  beneficiary  of  the  plan. 

(ii)  A  plan  administrator  that  has 
received  a  request  under  paragraph  (a) 
of  this  section  may  seek  a  court  order 
under  which  confidential  information 
described  in  section  552(b)  of  title  5, 
United  States  Code — 

(A)  Will  be  disclosed  only  to 
authorized  representatives  (within  the 
meaning  of  section  4041(c)(2)(D)(iv)  of 
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ERISA)  that  agree  to  ensure  the 
confidentiality  of  such  information,  and, 
(B)  Will  not  be  disclosed  to  other 
affected  parties. 

(6)  Reasonable  fees.  Under  section 
4041(c)(2)(DXiii){II)  of  ERISA,  a  plan 
administrator  may  charge  a  reasonable 
fee  for  any  information  provided  under 
this  section  in  other  than  electronic 
form. 

■  3.  New  part  4042  is  added  to  read  as 
follows: 

PART  4042— SINGLE-EMPLOYER 
PLAN  TERMINATION  INITIATED  BY 
PBGC 

Subpart  A — General  Provisions 

Sec. 

4042.1  Purpose  and  scope. 

4042.2  Definitions. 

4042.3  Issuance  rules. 

Subpart  B — Reserved 
Subpart  C — Disclosure 

4042.4  Disclosure  of  information  by  plan 
administrator  or  plan  sponsor. 

4042.5  Disclosure  of  administrative  record 
by  PBGC. 

Authority:  29  U.S.C.  1302(b)(3),  1342. 

Subpart  A — General  Provisions 

§  4042.1  Purpose  and  scope. 

This  part  sets  forth  rules  and 
procedures  relating  to  single-employer 
plan  terminations  initiated  by  PBGC 
under  section  4042  of  ERISA. 

§4042.2  Definitions. 

The  following  terms  used  in  this  part 
are  defined  in  §  4001.2  of  this  chapter: 
Affected  party,  ERISA,  PRGC,  and  plan 
administrator. 

§  4042.3  Issuance  rules. 

PBGC  applies  the  rules  in  subpart  B 
of  part  4000  of  this  chapter  to  determine 
permissible  methods  of  issuance  under 
this  part.  PBGC  applies  the  rules  in 
subpart  C  of  part  4000  of  this  chapter  to 
determine  the  date  that  an  issuance 
under  this  part  was  provided. 

Subpart  B — Reserved 

Subpart  C — Disclosure 

§  4042.4  Disclosure  of  information  by  plan 
administrator  or  plan  sponsor. 

(a)  Request  for  Information — (1)  In 
general.  Beginning  on  the  third  business 
day  (as  defined  in  §4000.22  of  this 
chapter)  after  PBGC  has  issued  a  notice 
under  section  4042  of  ERISA  that  a  plan 
should  be  terminated,  an  affected  party 
may  make  a  request  to  the  plan  sponsor 
or  the  plan  administrator  (or  both)  for 
any  information  that  such  plan 
administrator  or  plan  sponsor  has 


submitted  to  PBGC  in  connection  with 
the  plan  termination. 

(2)  Requirements.  A  request  under 
paragraph  (a)  of  this  section  must: 

(1)  Be  in  writing  to  the  plan 
administrator  or  plan  sponsor; 

(ii)  State  the  name  of  the  plan  and  that 
the  request  is  for  information  submitted 
to  PBGC  in  connection  with  the  plan 
termination; 

(iii)  State  the  name  of  the  person 
making  the  request  for  information  and 
such  person’s  relationship  to  the  plan 
(e.g.,  plan  participant),  and  that  such 
relationship  meets  the  definition  of 
affected  party  under  §  4001.2  of  this 
chapter;  and 

(iv)  Be  signed  by  the  person  making 
the  request. 

(b)  Response  by  Plan  Administrator  or 
Plan  Sponsor — (1)  Timing  of  response. 

A  plan  administrator  or  plan  sponsor 
that  receives  a  request  under  paragraph 
(a)  of  this  section  must  provide  the 
information  requested  not  later  than  the 
15th  business  day  (as  defined  in 
§4000.22  of  this  chapter)  after  receipt  of 
the  request. 

(2)  Supplemental  responses.  If,  at  any 
time  after  receipt  of  a  request  under 
paragraph  (a),  the  plan  administrator  or 
plan  sponsor  submits  additional 
information  to  PBGC  in  connection  with 
the  plan  termination,  the  plan 
administrator  or  plan  sponsor  must 
provide  such  additional  information  to 
any  affected  party  that  has  made  a 
request  under  paragraph  (a),  not  later 
than  the  15th  business  day  (as  defined 
in  §  4000.22  of  this  chapter)  after  the 
information  is  submitted  to  PBGC. 

(3)  Confidential  information,  (i)  In 
responding  to  a  request  under  paragraph 
(a)  of  this  section,  the  plan 
administrator  or  plan  sponsor  shall  not 
provide  information  that  may,  directly 
or  indirectly,  identify  an  individual 
participant  or  beneficiary. 

(ii)  A  plan  administrator  or  plan 
sponsor  that  has  received  a  request 
under  paragraph  (a)  of  this  section  may 
seek  a  court  order  under  which 
confidential  information  described  in 
section  552(b)  of  title  5,  United  States 
Code — 

(A)  Will  be  disclosed  only  to 
authorized  representatives  (within  the 
meaning  of  section  4041(c)(2)(D)(iv)  of 
ERISA)  that  agree,  to  ensure  the 
confidentiality  of  such  information,  and 

(B)  Will  not  be  disclosed  to  other 
affected  parties. 

(4)  Reasonable  fees.  Under  section 
4042(c)(3)(D)(ii)  of  ERISA,  a  plan 
administrator  or  plan  sponsor  may 
charge  a  reasonable  fee  for  any 
information  provided  under  this  section 
in,  other  than  electronic  form. 


§  4042.5  Disclosure  of  administrative 
record  by  PBGC. 

[a)  Request  for  Administrative 
Record — (1)  In  general.  Beginning  on 
the  third  business  day  (as  defined  in 

§  4000.22  of  this  chapter)  after  PBGC  has 
issued  a  notice  under  section  4042  of 
ERISA  that  a  plan  should  be  terminated, 
an  affected  party  with  respect  to  the 
plan  may  make  a  request  to  PBGC  for 
the  administrative  record  of  PBGC’s 
determination  that  the  plan  should  be 
terminated. 

(2)  Requirements.  A  request  under 
paragraph  (a)  of  this  section  must: 

(1)  Be  in  writing; 

(ii)  State  the  name  of  the  plan  and  that 
the  request  is  for  the  administrative 
record  with  respect  to  a  notice  issued  by 
PBGC  under  section  4042  of  ERISA  that 
a  plan  should  be  terminated; 

(iii)  State  the  name  of  the  person 
making  the  request,  the  person’s 
relationship  to  the  plan  (e.g.,  plan 
participant),  and  that  such  relationship 
meets  the  definition  of  affected  party 
under  §  4001.2  of  this  chapter;  and 

(iv)  Be  signed  by  the  person  making 
the  request. 

(3)  A  request  under  paragraph  (a)  of 
this  section  must  be  sent  to  PBGC’s 
Disclosure  Officer  at  the  address 
provided  on  PBGC’s  Web  site.  To 
expedite  processing,  the  request  should 
be  prominently  identified  as  an 
“Administrative  Record  Request.” 

(b)  PRGC  Response  to  Request  for 
Administrative  Record — (1)  Notification 
of  plan  administrator  and  plan  sponsor. 
Upon  receipt  of  a  request  under 
paragraph  (a)  of  this  section,  PBGC  vyill 
promptly  notify  the  plan  administrator 
and  plan  sponsor  that  it  has  received  a 
request  for  the  administrative  record, 
and  the  date  by  which  PBGC^will 
provide  the  information  to  the  affected 
party  that  made  the  request. 

(2)  Confidential  information,  (i)  In 
responding  to  a  request  under  paragraph 
(a)  of  this  section,  PBGC  will  not 
disclose  any  portions  of  the 
administrative  record  that  are 
prohibited  from  disclosure  under  the 
Privacy  Act,  5  U.S.C.  552a. 

(ii)  A  plan  administrator  or  plan 
sponsor  that  has  received  notification 
pursuant  to  paragraph  (b)(1)  of  this 
section  may  seek  a  court  order  under 
which  those  portions  of  the 
administrative  record  that  contain 
confidential  information  described  in 
section  552(b)  of  title  5,  United  States 
Code — 

(A)  Will  be  disclosed  only  to 
authorized  representatives  (within  the 
meaning  of  section  4041(c)(2)(D)(iv))  of 
ERISA)  that  agree  to  ensure  the 
confidentiality  of  such  information,  and 
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(B)  Will  not  be  disclosed  to  other 
affected  parties. 

(iii)  If,  before  the  15th  business  day 
(as  defined  in  §  4000.22  of  this  chapter) 
after  PBGC  has  received  a  request  under 
paragraph  (a),  PBGC  receives  a  court 
order  as  described  in  paragraph  (b)(2)(ii) 
of  this  section,  PBGC  will  disclose  those 
portions  of  the  administrative  record 
that  contain  confidential  information 
described  in  section  552(b)  of  title  5, 
United  States  Code,  only  as  provided  in 
the  order. 

(3)  Timing  of  response.  PBGC  will 
send  the  administrative  record  to  the 
affected  party  that  made  the  request  not 
later  than  the  15th  business  day  (as 
defined  in  §  4000.22  of  this  chapter) 
after  it  receives  the  request. 

(4)  Form  and  manner.  PBGC  will 
provide  the  administrative  record  using 
measures  (including  electronic 
measures)  reasonably  calculated  to 
ensure  actual  receipt  of  the  material  by 
the  intended  recipient. 

Issued  in  Washington,  DC,  this  13  day  of 
November,  2008. 

Charles  E.F,  Millard, 

Director,  Pension  Benefit  Guaranty 
Corporation. 

Issued  on  the  date  set  forth  above  pursuant 
to  a  resolution  of  the  Board  of  Directors 
authorizing  publication  of  this  final  rule. 

Judith  R.  Starr, 

Secretary,  Board  of  Directors,  Pension  Benefit 
Guaranty  Corporation. 

[FR  Doc.  E8-27350  Filed  11-17-08;  8:45  am] 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reclamation 
and  Enforcement 

30  CFR  Part  931 

[SATS  Number  NM-047-FOR] 

New  Mexico  Regulatory  Program 

agency:  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  Interior. 
ACTION:  Final  rule;  approval  of 
amendment. 


SUMMARY:  We  are  approving  an 
amendment  to  the  New  Mexico 
regulatory  program  (the  ‘‘New  Mexico 
program”)  under  the  Surface  Mining 
Control  and  Reclamation  Act  of  1977 
(SMCRA  or  the  Act).  New  Mexico  is 
proposing  additions  to  and  revisions  of 
the  New  Mexico  Administrative  Code 
(NMAC)  to  improve  and  clarify  the 
public  notification  process  during 
permitting  actions,  to  correct  outdated 
citations,  and  to  comply  with  formatting 
requirements  for  New  Mexico 


administrative  law.  The  revisions  also 
include  non-substantive  editorial 
changes.  New  Mexico  revised  its 
program  to  provide  additional 
safeguards,  clarify  ambiguities,  and 
achieve  stylistic  consistency. 

DATES:  Effective  Date:  November  18, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT:  Bob 

Postle,  Branch  Chief,  Field  Operations, 
Program  Support  Division;  Telephone: 
(505)  248-5070;  Internet  address: 
bpostIe@osmre.gov. 

SUPPLEMENTARY  INFORMATION; 

I.  Background  on  the  New  Mexico  Program 

II.  Submission  of  the  Proposed  Amendment 

III.  Office  of  Surface  Mining  Reclamation  and 

Enforcement’s  (OSM’s)  Findings 

IV.  Summary  and  Disposition  of  Comments 

V.  OSM’s  Decision 

VI.  Procedural  Determinations 

I,  Background  on  the  New  Mexico 
Program 

Section  503(a)  of  the  Act  permits  a 
State  to  assume  primacy  for  the 
regulation  of  surface  coal  mining  and 
reclamation  operations  on  non-Federal 
and  non-Indian  lands  within  its  borders 
by  demonstrating  that  its  State  program 
includes,  among  other  things,  “a  State 
law  which  provides  for  the  regulation  of 
surface  coal  mining  and  reclamation 
operations  in  accordance  with  the 
requirements  of  this  Act  *  *  *;  and 
rules  and  regulations  consistent  with 
regulations  issued  by  the  Secretary 
pursuant  to  this  Act.”  See  30  U.S.C. 
1253(a)(1)  and  (a)(7).  On  the  basis  of 
these  criteria,  the  Secretary  of  the 
Interior  conditionally  approved  the  New 
Mexico  program  on  December  31,  1980. 
You  can  find  background  information 
on  the  New  Mexico  program,  including 
the  Secretary’s  findings,  the  disposition 
of  comments,  and  conditions  of 
approval  in  the  December  31,  1980, 
Federal  Register  (45  FR  86459).  You  can 
also  find  later  actions  concerning  New 
Mexico’s  program  and  program 
amendments  at  30  CFR  931.10,  931.11, 
931.13,  931.15,  931.16,  and  931.30. 

II.  Submission  of  the  Proposed 
Amendment 

By  letter  dated  November  28,  2007, 
New  Mexico  sent  us  an  amendment  to 
its  program  (SATS  number  NM-047- 
FOR;  Administrative  Record  No.  OSM- 
2007-0021-0002)  under  SMCRA  (30 
U.S.C.  1201  et  seq.).  New  Mexico  sent 
the  amendment  tj  include  changes 
made  at  its  own  initiative. 

We  announced  receipt  of  the 
proposed  amendment  in  the  January  11, 
2008,  Federal  Register  (73  FR  1983).  In 
the  same  document,  we  opened  the 
public  comment  period  and  provided  an 


opportunity  for  a  public  hearing  or 
meeting  on  the  amendment’s  adequacy 
(Administrative  Record  No.  OSM-2007- 
0021-0002).  We  did  not  hold  a  public 
hearing  or  meeting  because  no  one 
requested  one.  The  public  comment 
period  ended  on  February  11,  2008.  We 
did  not  receive  an}'  comments. 

III.  OSM’s  Findings 

Following  are  the  findings  we  made 
concerning  the  amendment  under 
SMCRA  and  the  Federal  regulations  at 
30  CFR  732.15  and  732.17.  We  are 
approving  the  amendment. 

A.  Minor  Revisions  to  New  \iexico’s 
Rules 

New  Mexico  proposed  minor 
wording,  editorial,  punctuation, 
grammatical,  citation,  stylistic,  and 
recodification  changes  to  the  following 
previously  approved  rules  at  NMAC: 

•  19.8.1. 7.B(1);  C(l);  N,  and  R(3)— 
Definitions 

•  19.8.2. 201.B.(2)(a)— Areas  Where 
Mining  Is  Prohibited  or  Limited 

•  19.8.2.202.F — Procedures/Review  by 
Other  Agencies 

•  19. 8.4.401. A  and  B — Procedures: 
Initial. 

Processing,  Record-Keeping,  and 
Notification  Requirements 

•  19. 8. 4. 402. B — Procedures:  Hearing 
Requirements 

•  19. 8. 5. 504. B — Permit  Application 
Filing  Deadlines 

•  19.8. 6. 601. F — General  Requirements: 
Exploration  of  Less  Than  250  Tons 

•  19.8.6.603.B(2) — Applications: 
Approval  or  Disapproval  of 
Exploration  of  More  Than  250  Tons 

•  19. 8. 6. 606. B — Public  Availability  of 
Information 

•  19. 8. 7. 705. A — Permit  Term 
Information 

•  19.8.7.708 — Identification  of  Location 
of  Public  Office  for  Filing  of 
Application 

•  19. 8. 8. 801. B — General  Environmental 
Resources  Information 

•  19.8. 8.803. B — Geologv  Description 

•  19.8.8.814.A,  B(5),  D,'and  D(2)— 
Prime  Farmland  Investigation 

•  19.8.9.901.B(1)  and  B(3)— Operation 
Plan:  Existing  Structures 

•  19.8.9.903.B(3) — Operation  Plan: 

Maps  and  Plans 

•  19.8.9.906.B(2) — Reclamation  Plan: 
General  Requirements 

•  19.8.9.907.B(1) — Reclamation  Plan: 
Protection  of  Hydrologic  Balance 

•  19.8.9.909.A(2) — Reclamation  Plan: 
Ponds,  Impoundments,  Banks,  Dams, 
and  Embankments 

•  19.8.9.913 — Relocation  or  Use  of 
Public  Roads 

•  19.8.9.916 — Transportation  Facilities 
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program  permits  and  Federal  permits, 
respectively.  There  are  no  longer  any 
such  interim  or  Federal  permits  that 
need  to  be  continued  in  New  Mexico,  so 
citing  them  in  this  section  is  moot. 

New  Mexico  also  omitted  the  last 
sentence  of  19.8.5.504.D,  which  makes 
reference  to  the  rules  and  regulations  of 
NMAC  19.8.11. 1103.E,  since  1103.E  is 
proposed  to  be  deleted  with  this 
amendment  package.  We  approve  these 
changes  to  New  Mexico  Administrative 
Code. 

2.  NMAC  19.8.7. 701.F,  Identification  of 
Interests 

New  Mexico’s  existing  rules  require 
the  applicant  to  submit  the  name  and 
address  of  each  owner  of  record  of  all 
property  (surface  and  subsurface) 
contiguous  to  any  part  of  the  proposed 
permit  area.  New  Mexico  proposed  to 
modify  its  existing  rules  by  adding 
language  that  requires  the  permit 
application  to  also  include  “the  owner 
of  record  and  residents  of  all  dwellings 
and  structures  on  and  within  one-half 
mile  (2640  feet)  of  any  part  of  the 
proposed  permit  area”.  This  provision 
adds  specificity  and  is  no  less  effective 
than  the  Federal  counterpart  at  30  CFR 
778.13(b),  which  requires  “the  name 
and  address  of  each  owner  of  record  of 
all  property  (surface  and  subsurface) 
contiguous  to  any  part  of  the  proposed 
permit  area”.  Therefore,  we  find  that 
NMAC  19. 8. 7. 701. F  is  no  less  effective 
than  30  CFR  778.13(b)  and  approve  it. 

3.  NMAC  19. 8.8.812. D,  Maps:  General 
Requirements 

New  Mexico  proposed  to  modify  its 
existing  rules  by  adding  language  at 
NMAC  19. 8. 8.812. D,  which  coincides 
with  the  above  listed  proposed  change 
to  NMAC  19.8. 7. 701. F.  The  proposed 
revision  to  812.D  ensures  that  dwellings 
and  structures,  and  names  of  present 
owners  of  record  and  residents  of  those 
dwellings  and  structures,  on  and  within 
one-half  mile  (2640  feet)  of  the  proposed 
permit  area  are  included  on  the  permit 
application  maps.  New  Mexico’s 
proposed  rule  includes  a  larger  area  and 
therefore  protects  more  dwellings  and 
structures  than  the  Federal  counterpart 
at  30  CFR  779.24(d)  which  requires  that 
only  the  location  of  all  buildings  on  and 
within  1000  feet  of  the  proposed  permit 
area  are  included  on  the  permit 
application  maps.  For  this  reason,  we 
find  that  NMAC  19.8.81 2. D  is  no  less 
effective  than  30  CFR  778.13(b)  and 
approve  this  proposed  change. 


4.  NMAC  19.8.11.1100.8(1)  Through  (4), 
Public  Notices  of  Filing  of  Permit 
Applications 

New  Mexico  added  language  to 
NMAC  19.8.11.1100  which  expands 
upon  the  Federal  counterpart  rules  at  30 
CFR  773.6(a)  concerning  public 
participation  and  public  notification  in 
the  permitting  processing.  New  Mexico 
proposed  to  modify  its  rules  to  expand 
the  options  for  notification  of  permit 
applications.  The  added  language 
requires  the  permit  applicant  to:  “*  *  * 
Submit,  at  the  time  of  filing  the 
application,  a  plan  approved  by  the 
director  [of  the  New  Mexico  program]  to 
provide  notice  using  at  least  three  of  the 
methods  listed  below.  If  the  director 
determines  that  significant  non-English 
speaking  populations  live  within  the 
general  area  of  the  proposed  mine,  the 
applicant  shall  include  at  least  one 
method  that  seeks  to  reach  these 
populations.  The  notice  shall 
summarize  the  information  listed  in, 
and  shall  be  given  prior  to  the  last 
publication  of  the  notice  in.  Subsection 
A  of  19.8.11.1100  NMAC.  The  methods 
may  include: 

(1)  Mailing  a  notice  to  the  owners  of 
record,  as  shown  by  the  most  recent 
property  tax  schedule,  of  all  properties 
adjacent  to  the  proposed  permit  eu-ea 
and  to  the  owners  of  all  properties 
containing  a  residence  located  within 
one-half  mile  (2640  feet)  of  the  proposed 
permit  area  as  identified  in  Subsection 

F  of  19.8.7.701  NMAC; 

(2)  Posting  a  notice  in  at  least  four 
publicly  accessible  and  conspicuous 
places,  including  the  entrance  to  the 
proposed  operation  if  that  entrance  is 
publicly  accessible  and  conspicuous; 

(3)  Publishing  a  notice  in  a  display  ad 
at  least  three  inches  by  four  inches  at  a 
place  in  the  newspaper  calculated  to 
give  the  general  public  the  most 
effective  notice;  or 

(4)  Broadcasting  public  service 
announcements  on  radio  stations  that 
serve  the  general  permit  area”. 

OSM  supports  any  additional 
outreach  to  the  public  during  the 
notification  process.  Because  New 
Mexico’s  additions  to  NMAC  result  In 
more  public  notification  than  30  CFR 
773.6  requires,  they  are  no  less  effective 
than  the  Federal  regulations  relating  to 
public  notification  of  permit 
applications.  We  approve  these  changes. 

5.  NMAC  19.8.11.1100.0(5),  Public 
Notices  of  Filing  of  Permit  Applications 

New  Mexico  proposed  to  modify  its 
existing  rules  to  require  that,  in  addition 
to  Federal,  State,  Tribal,  and  local 
government  agencies,  governmental 
planning  agencies,  sewage  and  water 


treatment  authorities,  and  water 
companies,  written  notifications  shall 
also  be  sent  to  “all  persons  on  a  list, 
maintained  by  the  director,  of 
individuals  and  organizations  who  have 
requested  notice  of  applications  under 
the  act  and  who  have  provided  a  surface 
or  electronic  mail  address  to  the 
director”.  This  means  that  in  addition  to 
the  above  listed  agencies,  non-agency 
interested  parties  or  individuals  have 
equal  access  to  written  notifications. 
Becaiuse  New  Mexico’s  proposed  rule 
provides  additional  access  to  written 
notification  of  agency  decisions,  we  find 
that  NMAC  19.8.11.1100.0(5)  is  no  less 
effective  than  30  CFR  773.6(a)(3)  and 
approve  it. 

6.  NMAC  19.8.11. 1100.E(3),  Public 
Notices  of  Filing  of  Permit  Applications 

New  Mexico  proposed  a  provision  at 
NMAC  19.8.11. 1100.E(3)  that  requires 
written  notification  to  be  posted  on  a 
Web  site  maintained  by  the  director 
after  receipt  of  a  complete  application. 
This  proposed  rule  creates  and  requires 
an  additional  way  to  notify  the  public 
about  a  permit  application.  Although 
there  is  no  Federal  counterpart  that 
exists,  this  provision  expands  upon  the 
requirements  listed  in  30  CFR  773.6(a) 
and  is  therefore  no  less  effective  than  30 
CFR.  We  approve  this  proposed 
revision. 

7.  NMAC  19.8.11. 1103.B,  30  CFR 
773.6(c)(2),  Hearings  and  Conferences 

New  Mexico  proposed  to  add  a 
provision  that  in  addition  to  “any 
person,  whose  interests  are  or  may  be 
adversely  affected  by  the  issuance, 
revision  or  renewal  of  the  permit,  or  the 
officer  or  head  of  any  federal,  state, 
tribal  or  local  government  agency  or 
authority”,  the  director  may  also  motion 
for  an  informal  conference.  This 
proposed  change  is  more  inclusive  than 
the  Federal  counterpart  at  30  CFR 
773.6(c)(2),  since  an  additional  entity 
may  request  an  informal  conference. 
Therefore,  we  approve  this  proposed 
revision  to  NMAC  19.8.11. 1103. B. 

8.  NMAC  19.8.11. IIOS.E,  30  CFR 
773.6(c)(2)  and  30  CFR  775.11,  Hearings 
and  Conferences 

New  Mexico  proposed  to  repeal  the 
“public  hearing”  option  at 
19.8.1 1.1 103. E.  Since  30  CFR  has  no 
part  about  “public  hearings”,  only 
“informal  conferences”  at  30  CFR 
773.6(c)  (pre-approval  of  permit 
application)  and  “hearings”  at  30  CFR 
775.11  (after  notification  of  decision 
concerning  the  application)  in  relation 
to  the  permit  application  process,  the 
State  thought  this  part  should  be 
omitted  to  be  more  consistent  with  30 
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CFR.  New  Mexico’s  rules  concerning 
informal  conferences  at  NMAC 
19.8. 11. 1103. A  and  B,  like  their  Federal 
counterpart  at  30  CFR  773.6(c)(2), 
include  procedural  guidelines  for 
requesting  an  informal  conference  on 
any  permit  application,  rules  for 
conducting  an  informal  conference 
(notification  of  location,  time,  and  date 
of  informal  conference  and  who  shall 
conduct  the  informal  conference),  and 
rules  concerning  requesting  access  to 
the  pennit  area  for  information¬ 
gathering  purposes.  The  rules  at 
19.8.11.1103  are  as  effective  as  the 
Federal  counterpart  at  30  CFR  773.6(c). 

Of  great  importance  is  the  proposed 
deletion  of  the  following  language  at 
NMAC  19. 8. 11. 1103. E  concerning  a 
person’s  right  to  present  evidence,  give 
testimony,  etc.  at  the  hearing: 

NMAC  19.8.11.1103.E(5),  which  states 
that  “any  person  desiring  to  present 
evidence  or  give  testimony  at  the 
hearing  on  the  proposed  plan  shall: 

(a)  File  a  request  to  do  so  with  the 
director  at  least  ten  days  prior  to  the 
hearing; 

(b)  Contain  the  name  arid  address  of 
the  person  desiring  to  participate:  and 

(c)  Contain  a  concise  statement  of  the 
nature  of  the  person’s  interest’’  and 
NMAC  19.8.1 1.1 103.E(7),  which  states 
that  “any  person  who  has  filed  a  timely 
request  to  participate  in  the  hearing 
shall  be  given  reasonable  time  at  the 
hearing  to  submit  relevant  evidence, 
data  and  views,  and  shall  be  allowed  to 
call  and  examine  witnesses,  introduce 
exhibits,  cross  examine  witnesses  and 
submit  rebuttal  evidence.” 

It  is  essential  that  a  person  is 
provided  the  opportunity  to  present 
evidence,  give  testimony,  cross  examine 
witnesses,  etc.  at  a  hearing  that  is 
adjudicatory  in  nature. 

The  above  two  rules  are  addressed  at 
NMAC  19.8.12.1200,  Administrative 
Review  By  The  Director  (equivalent  to 
the  Federal  regulation  at  30  CFR  775.11, 
Administrative  and  Judicial  Review  of 
Decisions],  30  CFR  775.11  and  NMAC 
19.8.12.1200  both  pertain  to  the  request 
of  a  hearing  on  the  reasons  for  the  final 
decision  after  the  applicant  is  notified 
of  the  final  decision  concerning  the 
application. 

It  was  a  concern  that  the  deletion  of 
NMAC  19. 8. 11. 1103. E  would  eliminate 
the  opportunity  for  a  person  to  request 
a  hearing  after  the  decision,  but  this 
option  is  clearly  addressed  and  allowed 
by  NMAC  19.8.1 2. 1200. A,  which  states 
that  “within  30  days  after  the  applicant 
or  permittee  is  notified  of  the  final 
decision  of  the  director  concerning  the 
application  for  a  permit,  revision  or 
renewal  thereof,  application  for  transfer, 
sale,  or  assignment  of  rights,  or 


concerning  an  application  for  coal 
exploration,  or  pursuant  to  Paragraph 
(2)  of  Subsection  E  of  19.8.13.1301 
NMAC  a  decision  regarding  a  permit 
modification,  the  applicant,  permittee  or 
any  person  with  an  interest  which  is  or 
may  be  adversely  affected  may  request 
a  hearing  on  the  reasons  for  the  final 
decision  in  accordance  with  this 
section.  Such  request  shall  be  in  writing 
and  state  with  reasonable  specificity  the 
reasons  for  the  request  and  objections  to 
the  director’s  decision”.  Part  B 
continues,  “The  director  shall 
commence  the  hearing  within  30  days  of 
such  request.  This  hearing  shall  be  of 
record,  adjudicatory  in  nature,  and  no 
person  who  presided  at  an  informal 
conference  under  19.8.11.1103  NMAC 
shall  either  preside  nt  the  hearing  or 
participate  in  the  decision  following  the 
hearing,  or  in  any  administrative  appeal 
therefrom”.  Part  19. 8. 12. 1200. B(l) 
addresses  the  granting  of  temporary 
relief,  and  is  not  relevant  to  this 
discussion.  Part  19.8.12. 1200. B(2) 
continues,  “For  the  purpose  of  such 
hearing,  the  director  may  administer 
oaths  and  affirmation,  subpoena 
witnesses,  written  or  printed  materials, 
compel  attendance  of  witnesses  or 
production  of  those  materials,  compel 
discovery,  and  take  evidence,  including, 
but  not  limited  to,  site  inspections  of  the 
land  to  be  affected  and  other  surface 
coal  mining  and  reclamation  operations 
carried  on  by  the  applicant  in  the 
general  vicinity  of  the  proposed 
operations”.  Continuing  with  the  rules 
at  NMAC  1200,  NMAC 
19. 8. 12. 1200. B(3)  requires  the  director 
to  issue  and  furnish  the  applicant  and 
hearing  participants  with  the  written 
findings  of  fact,  conclusions  of  law.  and 
order  of  the  director  (with  respect  to  the 
appeal)  within  a  specified  time  period 
(see  section  69-25A-29  New  Mexico 
Statutes  1978  Annotated  (NMSA)). 

These  requirements  parallel  the 
requirements  of  30  CFR  775.11(b)(4). 
NMAC  19.8.12.1200.B(4)  explains  that 
the  burden  of  proof  is  on  the  party 
seeking  to  reverse  the  decision  of  the 
director.  30  CFR  775.11(b)(5)  uses 
similar  language,  “The  burden  of  proof 
at  such  hearings  shall  be  on  the  party 
seeking  to  reverse  the  decision  of  the 
regulatory  authoritv”. 

We  believe  that  tVie  language  at 
NMAC  19.8.12.1200  adequately  replaces 
the  omitted  parts  of  19. 8. 11. 1103. E  and 
is  as  effective  as  the  SMCRA  counterpart 
at  775.11.  We  approve  the.se  changes. 

9.  NMAC  19.8.11. 1103.F,  30  CFR 
773.6(c)(2),  Hearings  and  Conferences 

New  Mexico  propo.sed  to  omit  NMAC 
19. 8. 11. 1103. F  concerning  public 
hearings.  The  unavailability  of  an 


informal  conference  if  a  public  hearing 
is  held  is  irrelevant  since  19. 8. 11. 1103. E 
(Public  hearings)  is  proposed  to  be 
deleted.  We  agree  with  New  Mexico’s 
reasoning  and  therefore  approve  this 
change. 

10.  NMAC  19.8.13.1301.E(2)(a),  30  CFR 
773.19(b),  Permit  Revisions 

New  Mexico  proposed  this  revision  in 
an  attempt  to  clarify  who  “interested 
parties”  are.  The  new  language  specifies 
that  a  written  copy  of  decision  must 
now  be  mailed  to  “all  persons  on  a  list 
maintained  by  the  director  who  have 
requested  notice  of  applications  under 
the  act”.  New  Mexico  borrows  this 
language  from  its  Hard  Rock  Mining 
program,  where  there  is  an  extensive  list 
of  people  who  have  requested  to  be 
informed  of  all  hard  rock  permitting 
activity.  This  proposed  change  to 
NMAC  19.8.13.1301.E(2)(a)  offers  more 
clarification  and  expands  upon  the 
Federal  counterpart  at  30  CFR  773.19(b). 
For  this  reason,  we  find  New  Mexico’s 
proposed  revision  to  be  consistent  with 
and  no  less  effective  than  its  Federal 
counterpart  at  30  CFR  773.19(b)  and  we 
approve  it. 

11.  NMAC  19.8.31.3106.B(3)(a),  30  CFR 
845.18(b)(3)(i),  Procedure  for 
Assessment  Conference 

30  CFR  845.18(b)(3)(i)  requires  that 
the  settlement  agreement  shall  be 
prepared  and  signed  by  the  conference 
officer  on  behalf  of  the  Office  and  by  the 
person  assessed  for  the  civil  penalty. 
New  Mexico  propo.sed  the  addition  of 
inadvertently  missing  language  to 
19.8.31.3106.B(3)(a)  to  make  it  no  less 
effective  than  the  Federal  counterpart  at 
30  CFR  845.18(b)(3)(i);  with  the 
additional  requirement  that  the  director, 
as  well  as  the  person  assessed,  must 
sign  the  settlement  agreement.  We  find 
that  this  proposed  language  is  no  less 
effective  than  the  Federal  counterpart  at 
30  CFR  845.18(b)(3)(i)  and  therefore 
approve  this  proposed  revision  to 
NMAC  19.8.31. 3106.B(3)(a). 

The  following  parts  have  been 
amended  to  include  the  word  “tribal” 
any  time  there  is  reference  to  any 
Federal,  State,  or  local  government 
agency.  For  example,  at 
19. 8. 13. 1307. B(2),  it  is  stated  that  “Any 
person  whose  interests  are  or  may  be 
adversely  affected,  including,  but  not 
limited  to,  the  head  of  any  local,  state, 
tribal,  or  federal  government  agency 
may  submit  written  comments  on  the 
application  *  *  *  ”. 
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12.  NMAC  19.8.11.1100.0(1)'.  30  CFR 
773.6(a)(3),  Public  Notices  of  Filing  of 
Permit  Applications 

,13.  NMAC  19.8.11. 1102.A,  30  CFR 
773.6(b)(2),  Right  To  File  Written 
Objections 

14.  NMAC  19.8.11.1103.A,  30  CFR 
773.6(c)(1),  Hearings  and  Conferences 

15.  NMAC  19.8.13.1307.8(2),  30  CFR 
774.17(c),  Transfer,  Assignment  or  Sale 
of  Permit  Rights:  Obtaining  Approval 

16.  NMAC  19.8.14.1412.A(2)(f).  30  CFR 
800.40(a)(2),  Requirement  To  Release 
Performance  Bonds 

17.  NMAC  19.8.14. 1412. F,  30  CFR 
800.40(f),  Requirement  To  Release 
Performance  Bonds 

In  a  conversation  with  the  State 
(Administrative  Record  No.  OSM-2007- 
0021-0006,  ‘Conversation  Record’),  it 
was  clarified  that  New  Mexico  has 
always  considered  the  tribes  to  be  a 
local  government  agency.  Historically, 
New  Mexico  has  shown  great  concern 
for  the  tribes  and  has  included  them  any 
time  other  government  agencies  have 
been  involved.  OSM  recognizes  the 
tribes’  role  and  the  importance  of  the 
tribes’  involvement  to  the  State. 
Although  30  CFR  does  not  include 
tribes  in  its  language  at  the  above  listed 
Federal  counterparts,  it  supports  New 
Mexico’s  revisions  because  they  are 
potentially  more  inclusive  than  the 
Federal  regulations. 

D.  Revisions  to  New  Mexico’s  Rules 
With  No  Corresponding  Federal 
Regulations 

1.  NMAC  19.8.11. IIOO.F,  Public  Notices 
of  Filing  of  Permit  Applications 

New  Mexico  proposed  to  add  the 
following  parts  to  19.8.11.1100  NMAC: 

F.  Public  meeting.  Within  sixty  days  of 
receipt  of  a  complete  application  for  a  new 
permit  or  a  permit  revision,  the  director  shall 
hold  a  public  meeting  at  a  location  near  the 
proposed  mining  operation. 

(1)  The  public  meeting  will  serve  as  an 
opportunity  for  the  director  and  applicant  to 
inform  the  public  of  the  proposed  action  and 
to  provide  an  opportunity  for  the  public  to 
identify  issues  and  concerns  associated  with 
the  application. 

(2)  The  director  shall  give  notice  at  least 
fifteen  days  prior  to  the  meeting  date  in  a 
newspaper  of  general  circulation  and  on 
radio  stations  serving  the  mine  area. 

(3)  The  director  or  his  representative  shall 
keep  a  record  summarizing  issues  and 
concerns  raised  at  the  meeting. 

(4)  Any  person  attending  the  meeting  may 
submit  written  comments  to  the  director  up 
to  thirty'  days  after  the  meeting. 

New  Mexico  proposes  to  add  language 
that  requires  a  public  meeting  to  be  held 
to  afford  the  community  the  opportunity 


to  gain  information  about  the  permit 
application.  At  least  fifteen  days  prior  to 
the  public  meeting,  the  director  shall 
give  notice  of  the  meeting  in  a 
newspaper  of  general  circulation  and  on 
radio  stations  serving  the  mine  area.  At 
this  public  meeting,  the  applicant  and 
the  State  will  inform  the  public  of  the 
proposed  action,  lip  to  thirty  days  after 
the  public  meeting,  attendees  may 
submit  written  comments  to  the 
director. 

The  public  meeting  is  an  addition  to 
the  provision  at  NMAC  19.8.11.1103.A, 
whereby  any  person  whose  interests  are 
or  may  be  adversely  affected  by  the 
issuance,  revision,  or  renewal  of  a 
permit  may  request  an  informal 
conference  by  rule  NMAC 
19.8.11.1103.A.  New  Mexico’s  informal 
conference  is  consistent  with 
opportunities  for  an  informal  conference 
at  30  CFR  773.6(c)(1). 

There  is  no  direct  30  CFR  counterpart 
to  the  added  requirement  of  a  public 
meeting  at  NMAC  19.8.11. IIOO.F. 
However,  OSM  supports  any  additional 
outreach  to  and  informative 
opportunities  for  the  public  during  the 
notification  process.  Because  New 
Mexico’s  additions  to  NMAC  result  in 
more  public  notification  than  30  CFR 
773.6  requires,  they  are  no  less  effective 
than  the  Federal  regulations  relating  to 
public  notification  of  permit 
applications.  We  approve  these  changes 
to  New  Mexico  Administrative  Code. 

2.  19.8.11.1109.B  and  19.8.11. 1109.C, 
Permit  Approval  or  Denial  Actions 

New  Mexico  proposed  to  eliminate 
references  to  public  hearings  at  NMAC 
19.8.11.1109.B  and  C,  since  the 
proposed  deletion  of  19.8.11.1103.E 
[Hearings  and  Conferences:  Public 
bearing)  will  omit  any  language  about 
public  hearings.  The  language  must  now 
only  refer  to  the  informal  conference 
that  exists  at  19.8.11.1103.  We  approve 
this  proposed  revision. 

3.  19.8.13. 1301.E(1),  Permit  Revisions 

The  State  proposed  to  remove  the 
following  language  associated  with 
applications  for  a  permit  revision:  “(any 
application  for  a  revision)  *  *  *  that 
proposes  significant  alterations  in  the 
operations  described  in  the  materials 
submitted  in  the  application  for  the 
original  permit  under  19.8.7  NMAC, 
19.8.8  NMAC,  19.8.9  NMAC,  or  19.8.10 
NMAC,  or  in  the  conditions  of  the 
original  permit  *  *  *  (shall,  at  a 
minimum,  be  subject  to  the 
requirements  of  19.8.11  NMAC  and 
19.8.12  NMAC)’’.  Rule 
19. 8. 13. 1301. A(l)  already  describes 
when  it  is  necessary  for  a  permit 
revision  to  be  obtained,  stating  that  “a 


revision  to  a  permit  shall  be  obtained  for 
changes  in  the  surface  coal  mining  or 
reclamation  operation  as  described  in 
the  original  application  and  approved 
under  the  original  permit,  when  such 
changes  constitute  a  significant 
departure  from  the  method  of 
conducting  mining  or  reclamation 
operations  contemplated  by  the  original 
permit  *  *  Consequently,  this 
language  is  repetitive  and  unnecessary, 
and  OSM  approves  the  removal  of  this 
language. 

IV.  Summary  and  Disposition  of 
Comments 

Public  Comments 

We  asked  for  public  comments  on  the 
amendment  (Administrative  Record  No. 
OSM-2007-0021-0001),  but  did  not 
receive  any. 

Federal  Agency  Comments 

Under  30  CFR  732.17(h)(ll)(i)  and 
section  503(b)  of  SMCRA,  we  requested 
comments  on  the  amendment  from 
various  Federal  agencies  with  an  actual 
or  potential  interest  in  the  New  Mexico 
program  (Administrative  Record  No. 
OSM-2007-002 1-0003).  We  did  not 
receive  any  comments  from  other 
Federal  agencies. 

Environmental  Protection  Agency  (EPA) 
Concurrence  and  Comments 

Under  30  CFR  732. 17(h)(ll)(i)  and 
(ii),  we  are  required  to  get  concurrence 
from  EPA  for  those  provisions  of  the 
program  amendment  that  relate  to  air  or 
water  quality  standards  issued  under 
the  authority  of  the  Clean  Water  Act  (33 
U.S.C.  1251  et  seq.)  or  the  Clean  Air  Act 
(42  U.S.C.  7401  et  seq.). 

None  of  the  revisions  that  New 
Mexico  proposed  to  make  in  this 
amendment  pertain  to  air  or  water 
quality  standards.  Therefore,  we  did  not 
ask  EPA  to  concur  on  the  amendment. 

State  Historic  Preservation  Officer 
(SHPO)  and  the  Advisory  Council  on 
Historic  Preservation  (ACHP) 

Under  30  CFR  732.17(h)(4),  we  are 
required  to  request  comments  from  the 
SHPO  and  ACHP  on  amendments  that 
may  have  an  effect  on  historic 
properties.  On  January  16,  2008,  we 
requested  comments  on  New  Mexico’s 
amendment  (Administrative  Record  No. 
OSM-2007-0021-0002),  but  neither 
responded  to  our  request. 

V.  OSM's  Decision 

Based  on  the  above  findings,  we 
approve  New  Mexico’s  November  28, 
2007,  amendment. 

To  implement  this  decision,  we  are 
amending  the  Federal  regulations  at  30 
CFR  Part  931,  which  codify  decisions 
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concerning  the  New  Mexico  program. 

We  find  that  good  cause  exists  under  5 
U.S.C.  553(d)(3)  to  make  this  final  rule 
effective  immediately.  Section  503(a)  of 
SMCRA  requires  that  the  State’s 
program  demonstrates  that  the  State  has 
the  capability  of  carrying  out  the 
provisions  of  the  Act  and  meeting  its 
purposes.  Making  this  regulation 
effective  immediately  will  expedite  that 
process.  SMCRA  requires  consistency  of 
State  and  Federal  standards. 

Effect  of  OEM’s  Decision 

Section  503  of  SMCRA  provides  that 
a  State  may  not  exercise  jurisdiction 
under  SMCRA  unless  the  State  program 
is  approved  by  the  Secretary.  Similarly, 
30  CFR  732.17(a)  requires  that  any 
change  of  an  approved  State  program  be 
submitted  to  OSM  for  review  as  a 
program  amendment.  The  Federal 
regulations  at  30  CFR  732.17(g)  prohibit 
any  changes  to  approved  State  programs 
that  are  not  approved  by  OSM.  In  the 
oversight  of  the  New  Mexico  program, 
we  will  recognize  only  the  statutes, 
regulations  and  other  materials  we  have 
approved,  together  with  any  consistent 
implementing  policies,  directives  and 
other  materials.  We  will  require  New 
Mexico  to  enforce  only  those  approved 
provisions. 

VI.  Procedural  Determinations 

Executive  Order  12630 — Takings 

This  rule  does  not  have  takings 
implications.  This  determination  is 
based  on  the  analysis  performed  for  the 
counterpart  Federal  regulation. 

Executive  Order  12866 — Regulatory 
Planning  and  Review 

This  rule  is  exempted  from  review  by 
the  Office  of  Management  and  Budget 
(OMB)  under  Executive  Order  12866 
(Regulatory  Planning  and  Review). 

Executive  Order  12988 — Civil  Justice 
Reform 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  3  of  Executive  Order  12988  and 
has  determined  that  this  rule  meets  the 
applicable  standards  of  subsections  (a) 
and  (b)  of  that  section.  However,  these 
standards  are  not  applicable  to  the 
actual  language  of  State  regulatory 
programs  and  program  amendments 
because  each  program  is  drafted  and 
promulgated  by  a  specific  State,  not  by 
OSM.  Under  sections  503  and  505  of 
SMCRA  (30  U.S.C.  1253  and  1255)  and 
the  Federal  regulations  at  30  CFR 
730.11,  732.15,  and  732.17(h)(10), 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the  States  must  be  based 
solely  on  a  determination  of  whether  the 


submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  other  requirements  of 
30  CFR  Parts  730,  731,  and  732  have 
been  met. 

Executive  Order  13132— Federalism 

This  rule  does  not  have  Federalism 
implications.  SMCRA  delineates  the 
roles  of  the  Federal  and  State 
governments  with  regard  to  the 
regulation  of  surface  coal  mining  and 
reclamation  operations.  One  of  the 
purposes  of  SMCRA  is  to  “establish  a 
nationwide  program  to  protect  society 
and  the  environment  from  the  adverse 
effects  of  surface  coal  mining 
operations.”  Section  503(a)(1)  of 
SMCRA  requires  that  State  laws 
regulating  surface  coal  mining  and 
reclamation  operations  be  “in 
accordance  with”  the  requirements  of 
SMCRA,  and  section  503(a)(7)  requires 
that  State  programs  contain  rules  and 
regulations  “donsistent  with” 
regulations  issued  by  the  Secretary 
pursuant  to  SMCRA. 

Executive  Order  13175 — Consultation 
and  Coordination  With  Indian  Tribal 
Governments 

In  accordance  with  Executive  Order 
13175,  we  have  evaluated  the  potential 
effects  of  this  rule  on  Federally 
recognized  Indian  Tribes  and  have 
determined  that  the  rule  does  not  have 
substantial  direct  effects  on  one  or  more 
Indian  Tribes,  on  the  relationship 
between  the  Federal  government  and 
Indian  Tribes,  or  on  the  distribution  of 
power  and  responsibilities  between  the 
Federal  government  and  Indian  Tribes. 

Executive  Order  1321 1 — Regulations 
That  Significantly  Affect  the  Supply, 
Distribution,  or  Use  of  Energy 

On  May  18,  2001,  the  President  issued 
Executive  Order  13211  which  requires 
agencies  to  prepare  a  Statement  of 
Energy  Effects  for  a  rule  that  is  (1) 
considered  significant  under  Executive 
Order  12866,  and  (2)  likely  to  have  a 
significant  adverse  effect  on  the  supply, 
distribution,  or  use  of  energy.  Because 
this  rule  is  exempt  from  review  under 
Executive  Order  12866  and  is  not 
expected  to  have  a  significant  adverse 
effect  on  the  supply,  distribution,  or  use 
of  energy,  a  Statement  of  Energy  Effects 
is  not  required. 

National  Environmental  Policy  Act 

This  rule  does  not  require  an 
environmental  impact  statement 
because  section  702(d)  of  SMCRA  (30 
CFR  U.S.C.  1292(d))  provides  that 
agency  decisions  on  proposed  State 
regulatory'  program  provisions  do  not 
constitute  major  Federal  actions  within 


the  meaning  of  section  102(2)(C)  of  the 
National  Environmental  Policy  Act  (42 
U.S.C.  4332(2)(C)  et  seq.]. 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  OMB  under  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.). 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior 
certifies  that  this  rule  will  not  have  a 
significant  economic  impact  on  a 
substantial  pumber  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal, 
which  is  the  subject  of  this  rule,  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entities.  In 
making  the  determination  as  to  whether 
this  rule  would  have  a  significant 
economic  impact,  the  Department  relied 
upon  the  data  and  assumptions  for  the 
counterpart  Federal  regulations. 

Small  Business  Regulatory  Enforcement 
Fairness  Act 

This  rule  is  not  a  major  rule  under  5 
U.S.C.  804(2),  of  the  Small  Business 
Regulatory  Enforcement  Fairness  Act. 
This  rule: 

a.  Does  not  have  an  annual  effect  on 
the  economy  of  SlOO  million. 

b.  Will  not  cause  a  major  increase  in 
costs  or  prices  for  consumers, 
individual  industries,  Federal,  State,  or 
local  government  agencies,  or 
geographic  regions. 

c.  Does  not  have  significant  adverse 
effects  on  competition,  employment, 
investment,  productivity,  innovation,  or 
the  ability  of  U.S.  based  enterprises  to 
compete  with  foreign-based  enterprises. 

This  determination  is  based  upon  the 
fact  that  the  State  submittal  which  is  the 
subject  of  this  rule  is  based  upon 
counterpart  Federal  regulations  for 
which  an  analysis  was  prepared  and  a 
determination  made  that  the  Federal 
regulation  was  not  considered  a  major 
rule. 

Unfunded  Mandates 

This  rule  will  not  impose  an 
unfunded  Mandate  on  State,  local,  or 
tribal  governments  or  the  private  sector 
of  SlOO  million  or  more  in  any  given 
year.  This  determination  is  based  upon 
the  fact  that  the  State  .submittal,  which 
is  the  subject  of  this  rule,  is  based  upon 
counterpart  Federal  regulations  for 
which  an  analysis  was  prepared  and  a 
determination  made  that  the  federal 
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regulation  did  not  impose  an  unfunded 
mandate.  . 

List  of  Subjects  in  30  CFR  Part  931 

Intergovernmental  relations,  Surface 
mining,  Underground  mining. 


Dated:  October  9,  2008. 

Allen  D.  Klein, 

Regional  Director,  Western  Region. 

.■  For  the  reasons  set  out  in  the 
preamble,  30  CFR  part  931  is  amended 
as  set  forth  helow: 

PART  931— New  Mexico 

■  1.  The  authority  citation  for  part  931 
continues  to  read  as  follows: 


Authority:  30  U.S.C.  1201  etseq. 

■  2.  Section  931.15  is  amended  in  the 
table  by  adding  a  new  entry  in 
chronological  order  by  “Date  of  Final 
Publication”  to  read  as  follows: 

§  931 .15  Approval  of  New  Mexico 
regulatory  program  amendments 
***** 


Original  amendment  Date  of  final 

submission  date  publication 


Citation/description 


November  28,  2007  ...  November  18,  2008  ..  19  NMAC  Parts  1  through  35  (recodification),  19.8.1.7.0(1);  19.8.11.1100.0(1);  19.8.1 1.1 102.A 

19.8. 11. 11 03. A;  19.8.11. 1109.B  and  C;  19.8.13.1301.E(1)  and  E(2)(b);  19.8.13.1307.6(2) 
19.8.14.1412.A(2)(f);  19.8.14.1412.F;  19.8.20.2065. A  and  6(1);  19.8.20.2068;  19.8.30.3000 
19.8.31.3108.6;  19.8.31.3110.6;  19.8.5.504.D;  19.8.7.701.F;  19.8.8.812.D;  19.8.11.1100.6(1) 
(2),  (3),  and  (4),  D(5),  E(3),  and  F;  19.8.11.1103.6,  E,  and  F;  19.8. 13.1 301. E(2)(a) 
19.8.31 .31 06.6(3)(a). 


[FR  Doc.  E8-27360  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4310-05-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  117 

[USCG-2008-1104] 

RIN  1625-AA09 

Drawbridge  Operation  Regulations; 
Elizabeth  River — Eastern  Branch,  at 
Norfolk,  VA,  Maintenance 

agency:  Coast  Guard,  DHS. 

ACTION:  Notice  of  temporary  deviation 
from  regulations. 

SUMMARY:  The  Commander,  Fifth  Coast 
Guard  District,  has  approved  a 
temporary  deviation  from  the 
regulations  governing  the  operation  of 
the  Norfolk  Southern  Railroad  (NS# 
V2.8)  Bridge,  at  mile  2.7,  across  the 
Elizabeth  River — Eastern  Branch  at 
Norfolk,  VA.  Under  this  temporary 
deviation,  the  drawbridge  may  remain 
in  the  closed  position  on  specific  dates 
and  times  to  facilitate  mechanical 
repairs. 

DATES:  This  deviation  is  effective  from 
7  a.m.  on  December  8,  2008,  to  11  p.m. 
on  December  19,  2008. 

ADDRESSES:  Documents  indicated  in  this 
preamble  as  being  available  in  the 
docket  are  part  of  docket  USCCi— 2008- 
1104  and  are  available  online  at 
www.reguIations.gov.  They  are  also 
available  for  inspection  or  copying  at 
two  locations:  The  Docket  Management 
Facility  (M-30),  U.S.  Department  of 


Transportation,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays, 
and  the  Commander  (dpb).  Fifth  Coast 
Guard  District,  Federal  Building,  1st 
Floor,  431  Crawford  Street,  Portsmouth, 
VA  23704-5004  between  8  a.m.  and  4 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Bill  H.  Brazier,  Bridge  Management 
Specialist,  Fifth  Coast  Guard  District,  at 
(757)  398-6422. 

SUPPLEMENTARY  INFORMATION:  The 
Norfolk  Southern  Gorporation,  who 
owns  and  operates  this  single-leaf 
bascule  drawbridge,  has  requested  a 
temporary  deviation  from  the  current 
operating  regulations  set  out  in  33  CFR 
117.1007(a)  to  facilitate  mechanical 
repairs. 

The  NS#  V2.8  Bridge,  a  swing-type 
drawbridge,  has  a  vertical  clearance  in 
the  closed  position  to  vessels  of  six  feet, 
above  mean  high  water 

To  facilitate  repairs  to  the  center 
wedge  machinery  of  the  swing  span,  the 
drawbridge  will  be  maintained  in  the 
closed-to-navigation  position  from  7 
a.m.  on  December  8,  2008,  until  and 
including  11  p.m.  on  December  19, 

2008. 

The  Coast  Guard  will  inform  the  users 
of  the  waterway  through  our  Local  and 
Broadcast  Notices  to  Mariners  of  the 
opening  restrictions  of  the  draw  span  to 
minimize  transiting  delays  caused  by 
the  temporary  deviation. 

In  accordance  with  33  CFR  117.35(e), 
the  drawbridge  must  return  to  its  regular 
operating  schedule  immediately  at  the 
end  of  the  designated  time  period.  This 


deviation  from  the  operating  regulations 
is  authorized  under  33  CFR  117.35. 

Dated:  November  5,  2008. 

Waverly  W.  Gregory,  Jr., 

Chief,  Bridge  Administration  Branch  Fifth 
Coast  Guard  District. 

(FR  Doc.  E8-27266  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4910-15-P 


POSTAL  REGULATORY  COMMISSION 
39  CFR  Part  3020 

[Docket  Nos.  MC2009-4  and  CP2009-5;  . 
Order  No.  131] 

Administrative  Practice  and  Procedure, 
Postal  Service 

AGENCY:  Postal  Regulatory  Commission. 
ACTION:  Final  rule. 

SUMMARY:  The  Commission  is  adding 
Priority  Mail  Contract  3  (MC2009-4  and 
CP2009-5)  to  the  Competitive  Product 
List.  It  is  also  noticing  a  related  contract. 
These  actions  are  consistent  with 
changes  in  a  recent  law  governing  postal 
operations  and  a  related  Postal  Service 
request.  Republication  of  the  lists  of 
market  dominant  and  competitive 
products  is  also  consistent  with  new 
requirements  in  the  law. 

DATES:  Effective  November  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Stephen  L.  Sharfman,  General  Gounsel, 
202-789-6820  and 
stephen.sharfman@prc.gov. 

SUPPLEMENTARY  INFORMATION:  Regulatory 
History,  73  FR  66075  (November  6, 
2008). 

The  Postal  Service  seeks  to  add  a  new 
product  identified  as  Priority  Mail 
Contract  3  to  the  Competitive  Product 
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List.  For  the  reasons  discussed  below, 
the  Commission  approves  the  Request. 

I.  Background 

On  October  27,  2008,  the  Postal 
Service  filed  a  formal  request  pursuant 
to  39  U.S.C.  3642  and  39  CFR  3020.30 
et  seq.  to  add  Priority  Mail  Contract  3 
to  the  Competitive  Product  List.^  The 
Postal  Service  asserts  that  the  Priority 
Mail  Contract  3  product  is  a  competitive 
product  “not  of  general  applicability” 
within  the  meaning  of  39  U.S.C. 
3632(bK3).  This  Request  has  been 
assign^  Docket  No.  MC2009-4. 

The  Postal  Service 
contemporaneously  filed  a  contract 
related  to  the  proposed  new  product 
pursuant  to  39  U.S.C.  3632(b)(3)  and  39 
CFR  3015.5.  The  contract  has  been 
assigned  Docket  No.  CP2009-5. 

In  support  of  its  Request,  the  Postal 
Service  filed  the  following  materials:  (1) 
A  redacted  version  of  the  Governors’ 
Decision  authorizing  the  new  product 
which  also  includes  an  analysis  of 
Priority  Mail  Contract  3  and 
certification  of  the  Governors’  vote;  ^  (2) 
a  redacted  version  of  the  contract 
which,  among  other  things,  provides 
that  the  contract  will  expire  1  year  from 
the  effective  date,  which  is  proposed  to 
be  1  day  after  the  Commission  issues  all 
regulatory  approvals;  ^  (3)  requested 
changes  in  the  MCS  product  list;  ■*  (4)  a 
Statement  of.  Supporting  Justification  as 
required  by  39  CFR  3020.32;  ®  and  (5) 
certification  of  compliance  with  39 
U.S.C.  3633(a).6 

In  the  Statement  of  Supporting 
Justification,  Kim  Parks,  Manager,  Sales 
and  Communications,  Expedited 
Shipping,  asserts  that  the  service  to  be 
provided  under  the  contract  will  cover 
its  attributable  costs,  make  a  positive 
contribution  to  coverage  of  institutional 
costs,  and  will  increase  contribution 
toward  the  requisite  5.5  percent  of  the 
Postal  Service’s  total  institutional  costs. 
Request,  Attachment  D,  at  1.  Ashley 
Lyons,  Manager,  Corporate  Financial 
Planning,  Finance  Department,  certifies, 
based  on  the  financial  analysis  provided 


*  Request  of  the  United  States  Postal  Service  to 
Add  Priority  Mail  Contract  3  to  Competitive 
Product  List  and  Notice  of  Establishment  of  Rates 
and  Class  Not  of  General  Applicability,  October  27, 
2008  (Request). 

^  Attachment  A  to  the  Request.  The  analysis  that 
accompanies  the  Governors’  Decision  notes,  among 
other  things,  that  the  contract  is  not  risk  free,  but 
concludes  that  the  risks  are  manageable.  See  also 
Errata  to  Request  of  the  United  States  Postal  Service 
to  Add  Priority  Mail  Contract  3  to  Competitive 
Product  List  and  Notice  of  Establishment  of  Rates 
and  Class  Not  of  General  Applicabilitv,  October  30, 
2008. 

®  Attachment  B  to  the  Request. 

♦  Attachment  C  to  the  Request. 

®  Attachment  D  to  the  Request. 

®  Attachment  E  to  the  Request. 


by  the  Postal  Service,  that  the  contract 
complies  with  39  U.S.C.  3633(a).  See  id. 
Attachment  E. 

The  Postal  Service  filed  much  of  the  ^ 
supporting  materials,  including  the 
Governors’  Decision  and  the  specific 
Priority  Mail  Contract  3,  under  seal.  In 
its  Request,  the  Postal  Service  maintains 
that  the  contract  and  related  financial 
information,  including  the  customer’s 
name  and  the  accompanying  analyses 
that  provide  prices,  terms,  conditions, 
and  financial  projections,  should  remain 
under  seal.  Id.  at  2. 

In  Order  No.  123,  the  Commission 
gave  notice  of  the  two  dockets, 
appointed  a  public  representative,  and 
provided  the  public  with  an  opportunity 
to  comment.  7 

II.  Comments 

Comments  were  filed  by  the  Public 
Representative.®  No  filings  were 
submitted  by  other  interested  parties. 

The  Public  Representative’s  comments 
focus  principally  on  confidentiality  and 
pricing  under  the  contract.  Public 
Representative  Comments  at  2-3. 

The  Public  Representative  states  that 
a  sufficient  rationale  for  maintaining  the 
confidentiality  of  the  documents  under 
seal  has  been  provided  by  the  Postal 
Service.  The  Public  Representative 
reviewed  the  cost  savings  measures  for 
the  purposes  of  this  contract  and 
determines  that  the  contract  is 
advantageous  to  the  Postal  Service  and 
beneficial  to  the  general  public.  Id.  He 
concludes,  inter  alia,  that  the  contract 
should  generate  sufficient  revenue  to 
cover  the  product’s  attributable  costs 
and  contribute  to  the  recovery  of  total 
institutional  costs  assigned  to 
competitive  products.  Id.  at  3-4. 

III.  Commission  Analysis 

The  Commission  has  reviewed  the 
contract,  the  financial  analysis  provided 
under  seal  that  accompanies  it,  and  the 
comments  filed  by  the  Public 
Representative. 

Statutory  requirements.  The 
Commission’s  statutory  responsibilities 
in  this  instance  entail  assigning  Priority 
Mail  Contract  3  to  either  the  Market 
Dominant  Product  List  or  to  the 
Competitive  Product  List.  39  U.S.C. 

3642.  As  part  of  this  responsibility,  the 
Commission  also  reviews  the  proposal 
for  compliance  with  the  Postal 


^PRC  Order  No.  123,  Notice  and  Order 
Concerning  Priority  Mail  Contract  3  Negotiated 
Service  Agreement,  October  31,  2008  (Order  No. 
123). 

®  Public  Representative  Comments  in  Response  to 
United  States  Postal  Service  Request  to  Add  Priority 
Mail  Contract  3  to  Competitive  Product  List, 
November  6,  2008  (Public  Representative 
Comments). 


Accountability  and  Enhancement  Act 
(PAEA)  requirements.  This  includes,  for 
proposed  competitive  products,  a 
review  of  the  provisions  applicable  to 
rates  for  competitive  products.  39  U.S.C. 
3633. 

Product  list  assignment.  In 
determining  whether  to  assign  Priority 
Mail  Contract  3  as  a  product  to  the 
Market  Dominant  Product  List  or  the 
Competitive  Product  List,  the 
Commission  must  consider  whether 

the  Postal  Service  exercises  sufficient  market 
power  that  it  can  effectively  set  the  price  of 
such  product  substantially  above  costs,  raise 
prices  significantly,  decrease  quality,  or 
decrease  output,  without  risk  of  losing  a 
significant  level  of  business  to  other  firms  or 
offering  similar  products. 

39  U.S.C.  3642(b)(1).  If  so,  the  product 
will  be  categorized  as  market  dominant. 
The  competitive  category  of  products 
shall  consist  of  all  other  products. 

The  Commission  is  further  required  to 
consider  the  availability  and  nature  of 
enterprises  in  the  private  sector  engaged 
in  the  delivery  of  the  product,  the  views 
of  those  who  use  the  product,  and  the 
likely  impact  on  small  business 
concerns.  39  U.S.C.  3642(b)(3). 

The  Postal  Service  asserts  that  its 
bargaining  position  is  constrained  by 
the  existence  of  other  shippers  who  can 
provide  similar  services,  thus 
precluding  it  fi:om  taking  unilateral 
action  to  increase  prices  without  the 
risk  of  losing  volume  to  private 
companies.  Request,  Attachment  D,  at 
2-3.  The  Postal  Service  also  contends 
that  it  may  not  decrease  quality  or 
output  without  risking  the  loss  of 
business  to  competitors  that  offer 
similar  expedited  delivery  services.  Id. 

It  further  states  that  the  contract  partner 
supports  the  addition  of  the  contract  to 
the  product  list  to  effectuate  the 
negotiated  contractual  terms.  Id.  at  3. 
Finally,  the  Postal  Service  states  that  the 
market  for  expedited  delivery  services  is 
highly  competitive  and  requires  a 
substantial  infrastructure  to  support  a 
national  network.  It  indicates  that  large 
carriers  serve  this  market.  Accordingly, 
the  Postal  Service  states  that  it  is 
unaware  of  any  small  business  concerns 
that  could  offer  comparable  service  for 
this  customer.  Id. 

No  commenter  opposes  the  proposed 
classification  of  Priority  Mail  Contract  3 
as  competitive.  Having  considered  the 
statutory  requirement  and  the  support 
offered  by  the  Postal  Service,  the 
Commission  finds  that  Priority  Mail 
Contract  3  is  appropriately  classified  as 
a  competitive  product  and  should  be 
added  to  the  Competitive  Product  List. 

Cost  considerations.  The  Postal 
Service’s  filing  seeks  to  establish  a  new 
domestic  Priority  Mail  product.  The- 
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contract  is  predicated  on  unit  costs  for 
major  mail  functions,  e.g.,  window 
service,  mail  processing,  and 
transportation,  based  on  the  shipper’s 
mail  characteristics. 

The  Postal  Service  contends  that 
adding  the  Priority  Mail  Contract  3 
product  will  result  in  processing 
Priority  Mail  pieces  that  are  less  costly 
for  the  Postal  Service  than  the  average 
Priority'  Mail  piece.  See  Id.  Attachment 
A.  It  believes  that  its  financial  analysis 
shows  that  these  cost  savings  can  be 
accomplished  while  ensuring  that  the 
contract  covers  its  attributable  costs, 
does  not  result  in  subsidization  of 
competitive  products  by  market 
dominant  products,  and  increases 
contribution  from  competitive  products. 
W.i  Attachment  E,  at  1. 

Based  on  the  data  submitted  and  the 
comments  received,  the  Commission 
finds  that  Priority  Mail  Contract  3 
should  cover  its  attributable  costs  (39 
U.S.C.  3633(a)(2)),  should  not  lead  to 
the  subsidization  of  competitive 
products  by  market  dominant  products 
(39  U.S.C.  3633(a)(1)),  and  should  have 
a  positive  effect  on  competitive 
products’  contribution  to  institutional 
costs  (39  U.S.C.  3633(a)(3)).  Thus,  an 
initial  review  of  the  proposed  Priority 
Mail  Contract  3  indicates  that  it 
comports  with  the  provisions  applicable 
to  rates  for  competitive  products. 

The  Postal  Service  shall  promptly 
notify  the  Commission  when  the 
contract  terminates  but  no  later  than  the 
actual  termination  date.  The 
Commission  will  then  remove  the 
contract  from  the  Mail  Classification 
Schedule  at  the  earliest  possible 
opportunity. 

In  conclusion,  the  Commission 
approves  Priority  Mail  Contract  3  as  a 
new  product.  The  revision  to  the 
Competitive  Product  List  is  shown 
below  the  signature  of  this  Order  and  is 
effective  upon  issuance  of  this  Order. 

It  Is  Ordered: 

1.  Priority  Mail  Contract  3  (MC2009— 

4  and  CP2009-5)  is  added  to  the 
Competitive  Product  List  as  a  new 
product  under  Negotiated  Service 
Agreements,  Domestic. 

2.  The  Postal  Service  shall  notify  the 
Commission  of  the  termination  date  of 
the  contract  as  discussed  in  this  order. 

3.  The  Secretary  shall  arrange  for  the 
publication  of  this  order  in  the  Federal 
Register. 

List  of  Subjects  in  39  CFR  Part  3020 

Administrative  practice  and 
procedure;  Postal  Service.  '' 


By  the  Commission. 

Steven  W.  Williams, 

Secretary. 

■  For  the  reasons  stated  in  the  preamble, 
under  the  authority  at  39  U.S.C.  503,  the 
Postal  Regulatory  Commission  amends 
39  CFR  part  3020  as  follows: 

PART  3020— PRODUCT  LISTS 

■  1.  The  authority  citation  for  part  3020 
continues  to  read  as  follows: 

Authority:  39  U.S.C.  503;  3622;  3631;  3642; 
3682. 

■  2.  Revise  Appendix  A  to  subpart  A  of 
part  3020 — Mail  Classification  to  read  as 
follows: 

Appendix  A  to  Subpart  A  of  Part 
3020 — Mail  Classification  Schedule 

Part  A — Market  Dominant  Products 
1000  Market  Dominant  Product  List 
First-Class  Mail 
Single-Piece  Letters/Postcards 
Bulk  Letters/Postcards 
Flats 
Parcels 

Outbound  Single-Piece  First-Class  Mail 
International 

Inbound  Single-Piece  First-Class  Mail 
International 

Standard  Mail  (Regular  and  Nonprofit) 

High  Density  and  Saturation  Letters 

High  Density  and  Saturation  Flats/Parcels 

Carrier  Route 

Letters 

Flats 

Not  Flat-Machinables  (NFMs)/Parcels 
Periodicals 

Within  County  Periodicals 
Outside  County  Periodicals 
Package  Services 
Single-Piece  Parcel  Post 
Inbound  Surface  Parcel  Post  (at  UPU  rates) 
Bound  Printed  Matter  Flats 
Bound  Printed  Matter  Parcels 
Media  Mail/Library  Mail 
Special  Services 
Ancillary  Services 
International  Ancillary  Services 
Address  List  Services 
Caller  Service 

Change-of-Address  Credit  Card 
Authentication 
Confirm 

International  Reply  Coupon  Service 
International  Business  Reply  Mail  Service 
Money  Orders 
Post  Cjffice  Box  Service 
Negotiated  Service  Agreements 
HSBC  North  America  Holdings  Inc. 

Negotiated  Service  Agreement 
Bookspan  Negotiated  Service  Agreement 
Bank  of  America  corporation  Negotiated 
Service  Agreement 

The  Bradford  Group  Negotiated  Service 
Agreement 

Market  Dominant  Product  Descriptions 
First-Class  Mail 

(Reserved  for  Class  Description) 

Single-Piece  Letters/Postcards 
[Reserved  for  Product  Description] 


Bulk  Letters/Postcards 
[Reserved  for  Product  Description] 

Flats 

[Reserved  for  Product  Description] 

Parcels 

[Reserved  for  Product  Description] 
Outbound  Single-Piece  First-Class  Mail 
International 

[Reserved  for  Product  Description] 

Inbound  Single-Piece  First-Class  Mail 
International 

[Reserved  for  Product  Description] 
Standard  Mail  (Regular  and  Nonprofit) 
[Reserved  for  Class  Description] 

High  Density  and  Saturation  Letters 
[Reserved  for  Product  Description] 

High  Density  and  Saturation  Flats/Parcels 
[Reserved  for  Product  Description] 

Carrier  Route 

[Reserved  for  Product  Description] 

Letters 

[Reserved  for  Product  Description] 

Flats 

[Reserved  for  Product  Description] 

Not  Flat-Machinables  (NFMs)/Parcels 
[Reserved  for  Product  Description] 
Periodicals 

[Reserved  for  Class  Description] 

Within  County  Periodicals 
[Reserved  for  Product  Description] 

Outside  County  Periodicals 
[Reserved  for  Product  Description] 

Package  Services 

[Reserved  for  Class  Description] 

Single-Piece  Parcel  Post 
[Reserved  for  Product  Description] 
Inbound  Surface  Parcel  Post  (at  UPU  rates) 
[Reserved  for  Product  Description] 

Bound  Printed  Matter  Flats 
[Reserved  for  Product  Description] 

Bound  Printed  Matter  Parcels 
[Reserved  for  Product  Description] 

Media  Mail/Library  Mail 
[Reser\'ed  for  Product  Description] 

Special  Services 

[Reserved  for  Class  De.scription] 

Ancillary  Services 

[Reserved  for  Product  Description] 

Address  Correction  Service 
[Reserved  for  Product  Description] 
Applications  and  Mailing  Permits 
[Re.served  for  Product  Description] 
Business  Reply  Mail 
[Reserved  for  Product  Description] 

Bulk  Parcel  Return  Service 
[Reserved  for  Product  Description] 
Certified  Mail 

[Reserved  for  Product  Description] 
Certificate  of  Mailing 
[Reserved  for  Product  Description] 

Collect  on  Delivery 

[Reserved  for  Product  Description] 

Delivery  Confirmation 

[Reserved  for  Product  Description] 

Insurance 

[Reserved  for  Product  Description] 
Merchandise  Return  Service 
[Reserved  for  Product  Description] 

Parcel  Airlift  (PAL) 

[Reserved  for  Product  Description] 
Registered  Mail 

[Reserved  for  Product  Description] 

Return  Receipt 

[Reserved  for  Product  Description] 

Return  Receipt  for  Merchandise 
[Reserved  for  Product  Description] 
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[Reserved  for  Product  Description] 
International  Insurance 
[Reserved  for  Product  Description] 
Negotiated  Service  Agreements 
[Reserved  for  Group  Description] 
Domestic 

[Reserved  for  Product  Description] 
Outbound  International 
[Reserved  for  Group  Description] 


Restricted  Delivery 
[Reserved  for  Product  Description] 
Shipper-Paid  Forwarding 
[Reserved  for  Product  Description] 
Signature  Gonfirmation 
[Reserved  for  Product  Description] 
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Post  Office  Box  Service 
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International  Direct  Sacks — M-Bags 
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rates) 


International  Money  Transfer  Service 
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Outbound  International 
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Global  Plus  2  (MC2008-7,  CP2008-16  and 
CP2008-17) 
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Express  Mail 
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Express  Mail 

[Reserved  for  Product  Description] 
Outbound  International  Expedited  Services 
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Inbound  International  Expedited  Services 
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Priority 

[Reserved  for  Product  Description] 

Priority  Mail 

[Reserved  for  Product  Description] 
Outbound  Priority  Mail  International 
[Reserved  for  Product  Description] 

Inbound  Air  Parcel  Post 
[Reserved  for  Product  Description] 

Parcel  Select 

[Reserved  for  Group  Description] 

Parcel  Return  Ser\'ice 
[Reserved  for  Group  Description] 
International 

[Reserved  for  Group  Description] 
International  Priority  Airlift  (IPA) 

[Reserved  for  Product  Description] 
International  Surface  Airlift  (ISAL) 
[Reserved  for  Product  Description] 
International  Direct  Sacks — M-Bags 
[Reserved  for  Product  Description] 

Global  Customized  Shipping  Services 
[Reserved  for  Product  Description] 
International  Money  Transfer  Service 
[Reserved  for  Product  Description] 

Inbound  Surface  Parcel  Post  (at  non-UPU 
rates) 

[Reserved  for  Product  Description] 
International  Ancillary  Services 
[Reserved  for  Product  Description] 
International  Certificate  of  Mailing 
[Reserved  for  Product  Description] 
International  Registered  Mail 
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International  Return  Receipt 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  223 

[Docket  No.  080219211-81123-01] 

RIN  0648-AU98 

Sea  Turtle  Conservation;  Fishing  Gear 
Inspection  Program 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  rule. 

SUMMARY:  NMFS  establishes  an 
inspection  program  for  modified  pound 
net  leaders  in  the  Virginia  waters  of  the 
mainstem  Chesapeake  Bay.  Current 
regulations  require  modified  pound  net 
leaders,  as  defined  in  the  regulations,  in 
a  portion  of  the  Virginia  Chesapeake 
Bay  while  also  allowing  them  to  be  used 
in  a  different  portion  of  the  Chesapeake 
Bay.  This  action  would  help  ensure  that 
leaders  used  in  those  areas  do  in  fact 
meet  the  definition  of  a  modified  pound 
net  leader.  This  action,  taken  under  the 
Endangered  Species  Act  of  1973  (ESA), 
as  amended,  is  intended  to  facilitate 
compliance  with  the  existing  regulation, 
which  is  designed  to  help  protect 
threatened  and  endangered  sea  turtles. 
DATES:  Effective  December  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Carrie  Upite  (ph.  978-281-9300  x6525, 
fax  978-281-9394),  or  Barbara 
Schroeder  (ph.  301-713-2322,  fax  301- 
427-2522). 

SUPPLEMENTARY  INFORMATION: 

Background 

Based  upon  documented  sea  turtle 
interactions  with  pound  net  leaders, 
NMFS  issued  a  final  rule  on  May  5, 

2004  (69  FR  24997),  that  prohibited  the 
use  of  offshore  pound  net  leaders  from 
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May  6  to  July  15  in  an  area  now  referred 
to  as  “Pound  Net  Regulated  Area  I”. 
Pound  Net  Regulated  Area  I  is  defined 
as  the  Virginia  waters  of  the  mainstem 
Chesapeake  Bay,  south  of  37°19.0’  N. 
lat.  and  west  of  76°13.0’  W.  long.,  and 
all  waters  south  of  37°13.0’  N.  lat.  to  the 
Chesapeake  Bay  Bridge  Tunnel 
(extending  from  approximately  37°05’ 

N.  lat.,  75°59’  W.  long,  to  36°55’  N.  lat., 
76°08’  W.  long.)  at  the  mouth  of  the 
Chesapeake  Bay,  and  the  portion  of  the 
James  River  downstream  of  the 
Hampton  Roads  BridggTunnel  (1-64; 
approximately  36°59!55'  N-.  lat.,  76° 
18.64’  W.  long.)  and  the  York  River 
downstream  of  the  Coleman  Memorial 
Bridge  (Route  17;  approximately 
37°14.55’  N.  lat,  76°30.40’  W.  long.).  An 
offshore  pound  net  leader  refers  to  a 
leader  with  the  inland  end  set  greater 
than  10  horizontal  feet  (3  m)  from  the 
mean  low  water  line.  The  May  2004  rule 
also  placed  restrictions  on  nearshore 
pound  net  leaders  in  Pound  Net 
Regulated  Area  I  and  on  all  pound  net 
leaders  employed  in  “Pound  Net 
Regulated  Area  II.’’  Pound  Net 
Regulated  Area  II  refers  to  Virginia 
waters  of  the  Chesapeake  Bay,  outside  of 
Pound  Net  Regulated  Area  I  as  defined  • 
above,  extending  to  the  Maryland- 
Virginia  State  line  (approximately 
37°55’  N.  lat.,  75°55’  W.  long.),  the  Great 
Wicomico  River  downstream  of  the 
Jessie  Dupont  Memorial  Highway  Bridge 
(Route  200;  approximately  37°50.84’  N. 
lat,  76°22.09’  W.  long.),  the 
Rappahannock  River  downstream  of  the 
Robert  Opie  Norris  Jr.  Bridge  (Route  3; 
approximately  37°37.44’  N.  lat, 

76°25.40’  W.  long.),  and  the  Piankatank 
River  downstream  of  the  Route  3  Bridge 
(approximately  37°30.62’  N.  lat, 

76°25.19’  W.  long.)  to  the  COLREGS  line 
at  the  mouth  of  the  Chesapeake  Bay. 
Pursuant  to  the  2004  rule,  nearshore 
pound  net  leaders  in  Pound  Net 
Regulated  Area  I  and  all  pound  net 
leaders  in  Pound  Net  Regulated  Area  II 
must  have  mesh  size  less  than  12  inches 
(30.5  cm)  stretched  mesh  and  may  not 
employ  stringers. 

In  2004  and  2005,  NMFS 
implemented  a  coordinated  research 
program  with  pound  net  industry 
participants  and  other  interested  parties 
to  develop  and  test  a  modified  pound 
net  leader  design  with  the  goal  of 
eliminating  or  reducing  sea  turtle 
interactions  while  retaining  an 
acceptable  level  of  fish  catch.  During  the 
two  year  study,  the  modified  leader  was 
found  to  be  effective  in  reducing  sea 
turtle  interactions  as  compared  to  the 
unmodified  leader.  The  final  results  of 
the  2004  study  found  that  out  of  eight 
turtles  impinged  on  or  entangled  in  the 


leaders  of  pound  nets,  seven  were 
impinged  on  or  entangled  in  an 
unmodified  leader.  One  leatherback 
turtle  was  found  entangled  in  a 
.•  modified  leader.  In  response  to  the 
leatherback  entanglement,  the  gear  was 
further  modified  by  increasing  the 
stiffness  of  the  vertical  lines  for  the  2005 
experiment.  The  2005  experiment  found 
that  15  turtles  were  entangled  in 
unmodified  leaders,  but  no  turtles  were 
impinged  on  or  entangled  in  modified 
leaders.  Furthermore,  results  of  the 
finfish  catch  comparison  suggest  that 
the  modified  leader  caught  similar 
quantities  and  size  compositions  as  the 
unmodified  leader. 

Based  upon  these  results,  on  June  23, 
2006,  NMFS  issued  a  final  rule  (71  FR 
36024)  that  required  any  offshore  pound 
net  leader  in  Pound  Net  Regulated  Area 
I  during  the  period  from  May  6  through  ^ 
July  15  to  meet  the  definition  of  a 
modified  pound  net  leader.  A  modified 
pound  net  leader  is  defined  as  a  pound 
net  leader  that  is  affixed  to  or  resting  on 
the  sea  floor  and  made  of  a  lower 
portion  of  mesh  and  an  upper  portion  of 
only  vertical  lines  such  that  (a)  the  mesh 
size  is  equal  to  or  less  than  8  inches 
(20.3  cm)  stretched  mesh;  (b)  at  any 
particular  point  along  the  leader  the 
height  of  the  mesh  from  the  seafloor  to 
the  top  of  the  mesh  must  be  no  more 
than  one-third  the  depth  of  the  water  at 
mean  lower  low  water  directly  above 
that  particular  point;  (c)'the  mesh  is 
held  in  place  by  vertical  lines  that 
extend  from  the  top  of  the  mesh  up  to 
a  top  line,  which  is  a  line  that  forms  the 
uppermost  part  of  the  pound  net  leader; 

(d)  the  vertical  lines  are  equal  to  or 
greater  than  5/16  inch  (0.8  cm)  in 
diameter  and  strung  vertically  at  a 
minimum  of  every  2  feet  (61  cm);  and 

(e)  the  vertical  lines  are  hard  lay  lines 
with  a  level  of  stiffness  equivalent  to  the 
stiffness  of  a  5/16  inch  (0.8  cm) 
diameter  line  composed  of  polyester 
wrapped  around  a  blend  of 
polypropylene  and  polyethylene  and 
containing  approximately  42  visible 
twists  of  strands  per  foot  of  line. 

Existing  mesh  size  and  stringer 
restrictions  on  nearshore  pound  net 
leaders  in  Pound  Net  Regulated  Area  I 
and  all  pound  net  leaders  in  Pound  Net 
Regulated  Area  11  remained  in  place 
from  May  6  through  July  15  of  each 
year.  However,  the  June  2006  rule 
created  an  exception  to  those 
restrictions  by  allowing  the  use  of 
modified  pound  net  leaders  during  that 
period  in  nearshore  pound  net  leaders 
in  Pound  Net  Regulated  Area  I  and  all 
pound  net  leaders  in  Pound  Net 
Regulated  Area  II.  The  year-round 
reporting  and  monitoring  requirements 
for  this  fishery  and  the  framework 


mechanism  under  the  existing 
regulations  (50  CFR  223.206(d)(10))  also 
remained  in  effect. 

After  the  2006  final  rule  was 
published,  NMFS  determined  that  an 
onshore  inspection  program  that 
examines  a  modified  leader  ready  for 
deployment  would  help  ensure  the 
protection  of  sea  turtles,  while  limiting 
the  difficulties  of  and  potential  costs  to 
fishermen  associated  with  post¬ 
deployment  inspections  at-sea.  The 
modified  leader  configuration  was 
developed  to  protect  sea  turtles,  and  it 
is  important  that  the  leaders  deployed 
in  this  fishery  meet  the  standards 
embodied  in  the  regulations. 

Approved  Measures 

NMFS  requires  that  any  fisherman 
planning  to  use  a  modified  pound  net 
leader  anywhere  in  Pound  Net 
Regulated  Area  I  or  Pound  Net 
Regulated  Area  II  at  any  time  from  12:01 
a.m.  local  time  on  May  6  through  11:59 
p.m.  local  time  on  July  l5  each  year 
must  adhere  to  the  following 
requirements  of  the  inspection  program. 
First,  the  pound  net  fisherman  or  his/ 
her  representative  must  call  NMFS  at 
757-414-0128  at  least  72  hours  before 
deploying  modified  leaders.  During  this 
call,  the  fisherman  or  representative  and 
NMFS  will  discuss  a  meeting  date,  time, 
and  location,  as  well  as  the  fisherman’s 
plans  for  setting  his/her  gear.  The 
second  component  of  the  inspection 
program  involves  NMFS  meeting  the 
fisherman  at  the  dock,  or  another 
mutually  agreeable  place,  to  examine 
the  gear  for  compliance  with  the 
definition  of  a  modified  pound  net 
leader.  The  regulations  define  a 
modified  pound  net  leader  as  a  pound 
net  leader  that  is  affixed  to  or  resting  on 
the  sea  floor  and  made  of  a  lower 
portion  of  mesh  and  an  upper  portion  of 
only  vertical  lines  such  that  (a)  the  mesh 
size  is  equal  to  or  less  than  8  inches 
(20.3  cm)  stretched  mesh:  (b)  at  any 
particular  point  along  the  leader  the 
height  of  the  mesh  from  the  seafloor  to 
the  top  of  the  mesh  must  be  no  more 
than  one-third  the  depth  of  the  water  at 
mean  lower  low  water  directly  above 
that  particular  point;  (c)  the  mesh  is 
held  in  place  by  vertical  lines  that 
extend  firom  the  top  of  the  mesh  up  to 
a  top  line,  which  is  a  line  that  forms  the 
uppermost  part  of  the  pound  net  leader; 

(d)  the  vertical  lines  are  equal  to  or 
greater  than  5/16  inch  (0.8  cm)  in 
diameter  and  strung  vertically  at  a 
minimum  of  every  2  feet  (61  cm);  and 

(e)  the  vertical  lines  are  hard  lay  lines 
with  a  level  of  stiffness  equivalent  to  the 
stiffness  of  a  5/16  inch  (0.8  cm) 
diameter  line  composed  of  polyester 
wrapped  around  a  blend  of 
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polypropylene  and  polyethylene  and 
containing  approximately  42  visible 
twists  of  strands  per  foot  of  line. 

During  the  inspection,  NMFS  will  . 
ascertain  whether  the  leader  meets  the 
following  four  criteria  taken  from  that 
definition:  (1)  the  lower  portion  of  the 
leader  is  mesh  and  the  upper  portion 
consists  of  only  vertical  lines;  (2)  the 
mesh  size  is  equal  to  or  less  than  8 
inches  (20.3  cm)  stretched  mesh;  (3)  the 
vertical  lines  are  equal  to  or  greater  than 
5/16  inch  (0.8  cm)  in  diameter  and 
strung  vertically  at  least  every  2  feet  (61 
cm);  and  (4)  the  vertical  lines  are  hard 
lay  lines  with  a  level  of  stiffness 
equivalent  to  the  stiffness  of  a  5/16  inch 
(0.8  cm)  diameter  line  composed  of 
polyester  wrapped  around  a  blend  of 
polypropylene  and  polyethylene  and 
containing  approximately  42  visible 
twists  of  strands  per  foot  of  line.  During 
the  inspection,  the  fisherman  must 
provide  accurate  and  specific  latitude 
and  longitude  coordinates  of  the 
location  at  which  the  leader  will  be 
deployed.  If  the  fisherman  does  not 
know  his  or  her  modified  pound  net 
leader  latitude  and  longitude 
coordinates  prior  to  the  inspection, 
NMFS  will  have  a  detailed  nautical 
chart  available  during  the  inspection  for 
the  fisherman  to  ascertain  the  specific 
coordinates  of  the  gear.  During  the 
inspection,  the  fisherman  must  also 
provide  NMFS  with  information  on  the 
low  water  depth  at  each  end  of  the 
modified  leader.  NMFS  will  also  ^ 
measure  the  height  of  the  mesh  in 
relation  to  the  height  of  the  entire 
leader.  If  the  leader  meets  the  four 
criteria  previously  described,  the 
measurement  of  the  height  of  the  mesh 
in  relation  to  the  total  height  of  the 
leader  is  recorded,  and  the  low  water 
depth  and  the  latitude  and  longitude 
coordinates  of  the  specific  location  at 
which  the  leader  will  be  deployed  are 
provided  and  recorded,  the  leader  will 
pass  inspection.  If  it  passes  inspection, 
NMFS  will  tag  the  leader  with  one  or 
more  tamperproof  tags  (supplied  by 
NMFS),  each  of  which  will  be  marked 
with  a  unique  identification  number. 
Additionally,  the  fisherman  will  receive 
a  letter  from  NMFS  noting  that  the 
leader  has  been  inspected,  the  date  of 
the  inspection,  the  license  holder’s 
name,  the  tag  number(s)  of  the  attached 
tag(s),  information  on  the  modified 
leader  as  collected  during  the 
inspection,  and  the  low  water  depth  and 
the  latitude  and  longitude  coordinates 
for  the  specific  location  at  which  the 
inspected  leader  will  be  deployed.  This 
letter  must  be  retained  on  the  vessel 
tending  the  inspected  leader  at  all  times 
it  is  deployed.  The  fisherman  may  set 


the  inspected  leader  only  after  passing 
the  inspection;  the  tags  must  remain  on 
the  gear.  After  tagging  by  NMFS,  the 
tags  may  not  be  tampered  with  or 
removed.  If  a  tag  is  damaged,  destroyed, 
or  lost  due  to  any  cause,  the  fisherman 
must  call  NMFS  within  48  hours  of 
discovery  to  report  this  incident.  Any 
portion  of  a  pound  net  leader  that  has 
been  previously  tagged  must  not  be 
altered  or  replaced  so  that  it  fails  to 
meet  the  modified  pound  net  leader 
definition,  unless  that  portion  of  the 
gear  is  reinspected,  or  unless  that 
portion  is  altered  or  replaced  after  the 
time  period  from  May  6  to  July  15.  It 
ultimately  remains  the  fisherman’s 
responsibility  to  ensure  that  his  or  her 
gear  is  in  compliance  with  all 
components  of  the  modified  pound  net 
leader  definition  when  the  leader  is  set 
in  the  water. 

If  the  onshore  inspection  indicates 
that  the  leader  does  not  meet  one  or 
more  of  the  four  criteria,  NMFS  will  tell 
the  fisherman  how  to  modify  his  or  her 
gear  in  order  to  meet  the  criteria.  If  a 
fisherman  plans  on  using  a  modified 
leader  anywhere  in  Pound  Net 
Regulated  Area  I  or  Pound  Net 
Regulated  Area  II  at  any  time  from  May 
6  through  July  15,  he  or  she  must 
schedule  another  inspection  using  the 
same  procedure  by  which  the  initial 
inspection  was  scheduled,  and  ensure 
that  the  leader  passes  inspection  prior  to 
deployment.  NMFS  can  inspect  a  net  at 
any  time  prior  to  deployment,  but  all 
modified  pound  net  leaders  in  Virginia 
Chesapeake  Bay  waters  from  May  6 
through  July  15  must  have  been 
inspected  by  NMFS.  The  inspection  is 
only  valid  for  one  fishing  season  (e.g.. 
May  6  to  July  15,  2009). 

Compared  to  other  gear  types  and 
fisheries,  the  pound  net  fishery  in 
Virginia  has  several  characteristics  that 
make  an  inspection  program  such  as 
this  necessary,  and  possible,  to 
implement.  The  gear  is  only  deployed 
once  during  a  season  (unless  later 
damaged),  and  the  fact  that  the  leaders 
are  below  the  surface  combined  with  the 
low  water  clarity  and  visibility  in 
Chesapeake  Bay  make  inspection  of  the 
gear  during  the  season  difficult.  The 
number  of  pound  nets  for  which  the 
gear  modification  is  required  is 
relatively  small  (<  50),  which  makes  the 
inspection  program  feasible  to 
implement. 

All  of  the  NMFS  regulations  existing 
at  this  time  affecting  sea  turtles  and 
pound  net  leaders  in  the  Chesapeake 
Bay  remain  in  effect. 

This  action  is  implemented  under  the 
authority  of  ESA  sections  4(d)  and  11(f) 
and  is  necessary  and  appropriate  to 
conserve  threatened  sea  turtles  and  to 


enforce  the  provisions  of  the  ESA, 
including  the  prohibition  on  takes  of 
endangered  sea  turtles. 

Comments  and  Responses 

On  March  1,  2007,  NMFS  published 
a  proposed  rule  (72  FR  9297)  that  would 
establish  an  inspection  program  for 
those  Virginia  pound  net  fishermen  who 
intend  to  use  modified  pound  net 
leaders.  Comments  on  this  proposed 
action  were  requested  through  April  2, 
2007.  Three  comment  letters  were 
received  during  the  public  comment 
period  for  the  proposed  rule.  Two 
comment  letters  supported  the  action, 
while  one  comment  letter  was  neither  in 
favor  nor  against  the  proposed  action. 
Additionally,  the  Virginia  Department 
of  Environmental  Quality  agreed  with 
NMFS  that  the  action  is  consistent  with 
the  enforceable  policies  of  Virginia’s 
Coastal  Resources  Management 
Program.  NMFS  considered  the 
comments  on  the  proposed  rule  as  part 
of  its  decision  making  process.  A 
complete  summary  of  the  comments  and 
NMFS’  responses,  grouped  according  to 
general  subject  matter  in  no  particular 
order,  is  provided  here. 

General  Comments 

Comment  1:  One  commenter 
expressed  concern  with  commercial 
fishing  in  general  and  its  impacts  on  sea 
turtles  and  marine  birds,  recommending 
that  longlines,  purse  seines,  and 
trawling  be  prohibited.  Two  additional 
commenters  urged  NMFS  to  address  the 
documented  loggerhead  declines  in 
nesting  numbers  and  further  reduce  the 
bycatch  of  loggerhead  sea  turtles 
throughout  the  Atlantic. 

Pesponse:  NMFS  has  and  will 
continue  to  consider  the  impacts  to 
listed  sea  turtles  and  to  reduce  threats 
from  known  sources.  NMFS  and  the 
United  States  Fish  and  Wildlife  Service 
(USFWS)  are  working  to  minimize  the 
impacts  to  sea  turtles  from  activities 
such  as  nesting  habitat  degradation, 
marine  debris,  dredging,  and  power 
plant  impingement,  and  acknowledge 
that  fishing  activities  have  been 
recognized  as  one  of  the  most  significant 
threats  to  sea  turtle  survival  (Magnuson 
et  al.,  1990,  Turtle  Expert  Working 
Group  2000).  To  respond  to  these 
threats,  NMFS  is  comprehensively 
evaluating  the  impacts  of  fishing  gear 
types  on  sea  turtles  throughout  the  U.S. 
Atlantic  Ocean  and  Gulf  of  Mexico,  as 
part  of  the  Strategy  for  Sea  Turtle 
Conservation  and  Recovery  in  Relation 
to  Atlantic  Ocean  and  Gulf  of  Mexico 
Fisheries  (Strategy)  (NMFS  2001).  Based 
on  the  information  developed  for  the 
Strategy,  NMFS  may  impose  restrictions 
on  or  modifications  to  other  activities 
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that  adversely  affect  sea  turtles.  For 
example,  NMFS  is  currently  evaluating 
Atlantic  Coast  trawl  fisheries  and 
considering  amendments  to  the 
regulatory  requirements  for  Turtle 
Excluder  Devices  in  trawl  fisheries  (72 
FR  7382,  February  15,  2007).  While 
commercial  fisheries  with  impacts  to 
sea  turtles  may  be  addressed  through 
other  avenues,  this  final  rule  involves 
only  Virginia  Chesapeake  Bay  pound 
net  gear  and  an  inspection  program  to 
help  ensure  modified  pound  net  leaders 
are  consistent  with  the  definition  of  a 
modified  pound  net  leader  (50  CFR 
222.102).  All  impacted  marine  species 
were  considered  in  the  National 
Environmental  Policy  Act  review  on  the 
action,  and  no  impacts  to  marine  birds 
are  anticipated  from  this  final  rule. 

NMFS  is  aware  of  the  reported 
declines  in  loggerhead  nesting  numbers. 
NMFS  and  the  U.S.  Fish  and  Wildlife 
Service  published  a  Notice  of 
Availability  of  the  draft  revised 
Loggerhead  Recovery  Plan  on  May  30, 
2008  (73  FR  31066).  The  draft  revised 
plan  is  available  at  www.nmfs.noaa.gov/ 
pr/recovery/plans.htm.  Additionally, 
the  Loggerhead  Turtle  Expert  Working 
Group  is  currently  assessing  the  status 
of  and  preparing  a  report  on  the 
loggerhead  population  in  the  Western 
North  Atlantic.  These  initiatives  will 
help  NMFS  determine  the  best  course  of 
action  to  ensure  recovery  of  loggerhead 
sea  turtles.  Loggerheads  remain  listed 
pursuant  to  the  ESA,  and  NMFS 
continues  to  work  to  reduce  all 
mortality  sources  and  promote  recovery. 

Comment  2:  One  commenter  felt  the 
bycatch  of  dolphins  and  seabirds  should 
be  monitored  and  minimized. 

Response:  The  purpose  of  this  rule  is 
to  establish  an  inspection  program  to 
help  ensure  compliance  with  previous 
regulations  established  to  protect 
endangered  and  threatened  sea  turtles. 
The  effects  of  pound  net  regulations 
(and  the  pound  net  fishery  in  general) 
on  dolphins  and  seabirds  were 
considered  in  the  National 
Environmental  Policy  Act  analysis 
conducted  on  the  2006  final  rule 
establishing  the  modified  leader 
requirement  (June  2006  Final 
Environmental  Assessment  (EA)  and 
Regulatory  Impact  Review  Regulatory 
Flexibility  Act  Analysis  of  Sea  Turtle 
Conservation  Measures  for  the  Pound 
Net  Fishery  in  Virginia  Waters  of  the 
Chesapeake  Bay).  This  rule  was 
determined  to  not  result  in  any  impacts 
on  the  environment  that  were  not 
already  evaluated  as  part  of  previous 
rulemaking  and  found  to  be  not 
significant.  NMFS  also  strives  to  protect 
marine  mammals  and  seabirds  through 
other  programs. 


Comment  3:  One  commenter  urged 
NMFS  to  undertake  an  inter-agency 
consultation  to  establish  incidental  take 
levels  in  the  Chesapeake  Bay  and 
Atlantic  coast  fisheries  to  avoid 
jeopardy. 

Response:  Inter-agency  consultations, 
pursuant  to  section  7  of  the  ESA,  are 
completed  on  actions  authorized, 
funded,  or  carried  out  by  a  Federal 
agency.  NMFS  consults  on  all  fisheries 
actions  with  a  Federal  nexus,  such  as 
the  implementation  of  a  Fishery 
Management  Plan  or  other  Federal 
rulemaking.  As  a  result,  management 
actions  for  Federal  fisheries  in  the 
Atlantic  (and  state  fisheries  occurring  in 
the  Chesapeake  Bay  subject  to  Federal 
regulation)  have  already  been 
considered  with  respect  to  their  impacts 
on  sea  turtles,  and  incidental  take 
statements  have  been  issued  for  these 
actions.  Specific  to  this  action,  a  formal 
consultation  pursuant  to  section  7  of  the 
ESA  was  previously  conducted  on  the 
operation  of  the  Virginia  pound  net 
fishery,  as  modified  by  the 
implementation  of  the  sea  turtle 
conservation  measures  enacted  in  2004. 
An  incidental  take  statement  was  issued 
as  a  result  of  the  2004  consultation.  The 
2006  modified  pound  net  leader 
requirement  was  determined  not  to 
trigger  reinitiation  of  formal 
consultation,  as  that  proposed  2006 
action  provided  the  same  level  of 
protection  as  what  was  considered  in 
the  2004  Biological  Opinion.  Thus,  a 
formal  section  7  consultation  (and 
accompanying  incidental  take 
statement)  was  not  completed  on  the 
2006  action.  Section  7  consultations  on 
management  actions  for  other  state 
fisheries  occurring  in  the  Chesapeake 
Bay  or  in  the  Atlantic  Ocean  would  not 
be  appropriate  because  there  is  no 
Federal  action  on  which  to  consult. 

Pound  Net  Fishery  Comments 

Comment  4:  Two  commenters 
expressed  support  for  at-sea  compliance 
checks  and  increased  enforcement 
efforts  in  the  pound  net  fishery. 

Response:  The  purpose  of  the  on¬ 
shore  inspection  program  is  not  to 
preclude  regular  enforcement  activities 
that  would  have  occurred  independent 
of  this  action.  One  of  the  reasons  NMFS 
establishes  this  inspection  program  is  to 
aid  in  enforcement  efforts.  Regular 
inspections  conducted  in  the  water  to 
evaluate  the  configuration  of  modified 
pound  net  leaders  were  determined  to 
be  a  greater  challenge  for  this  fishery  as 
most  of  the  pound  net  leader  is  typically 
set  under  the  water,  the  water  clarity  in 
the  Chesapeake  Bay  is  generally  poor, 
and  there  may  be  debris  in  the  water 
that  could  endanger  the  inspector. 


Conducting  a  land  based  inspection, 
and  tagging  the  gear  with  yellow 
tamperproof  tags  along  the  top  of  the 
leader  (so  they  will  be  visible  from  the 
surface),  will  help  law  enforcement 
identify  and  follow  up  with  those 
leaders  that  may  not  be  in  compliance 
with  the  regulations.  Again,  at  sea 
compliance  checks  and  enforcement 
efforts  will  occur  as  have  been  done  in 
previous  years,  but  this  inspection 
program  is  initiated  independent  of 
those  activities. 

Comment  5:  Two  commenters 
suggested  that  observer  coverage/ 
monitoring  in  the  pound  net  fishery  be 
increased  during  the  regulated  period  to 
ensure  that  the  modified  leaders  are 
working  and  to  further  characterize  the 
fishery.  One  of  those  commenters 
additionally  recommended  that  observer 
coverage  is  needed  on  all  fisheries 
active  when  sea  turtles  are  present,  in 
particular  the  previously  unobserved 
haul  seine,  trawl,  and  pot  fisheries. 

Response:  When  allocating  resources 
and  evaluating  other  fisheries  for 
bycatch,  NMFS  will  continue  to 
consider  additional  monitoring  of  the 
pound  net  fishery  to  observe  modified 
pound  net  leaders.  NMFS  has 
characterized  the  pound  net  fishery  in 
the  past  (e.g.,  in  2002,  2003  and  2004), 
and  while  the  number  of  participants  in 
the  fishery  may  have  changed  slightly 
since  that  time,  NMFS  does  not 
anticipate  that  changes  have  occurred 
that  would  affect  the  information  in  or 
purpose  of  this  rule.  As  for  observer  ‘ 
coverage  in  other  fisheries,  on  August  3, 
2007,  NMFS  published  a  final  rule  (72 
FR  43176)  that  authorizes  NMFS  to 
place  observers  on  vessels  participating 
in  state  or  federal  fisheries  upon  NMFS’ 
request.  NMFS  will  make  an  annual 
determination  identifying  which 
fisheries  to  observe  based  on  the 
following  criteria:  the  fishery  operates  at 
the  same  time  and  in  the  same  place  as 
sea  turtles:  the  fishery  operates  at  the 
same  time  or  prior  to  elevated  sea  turtle 
strandings;  or  the  fishery  uses  a  gear 
type  or  technique  known  to  result  in  sea 
turtle  bycatch;  and  NMFS  intends  to 
monitor  the  fishery  and  anticipates  that 
it  will  have  the  funds  to  do  so.  That  rule 
allows  observers  to  monitor  fisheries 
(e.g.,  haul  seine,  pot  gear)  specifically 
for  sea  turtle  bycatch.  Additionally,  the 
NMFS  Northeast  Fisheries  Science 
Center  allocates  observer  coverage  in 
various  areas,  including  Virginia,  each 
year  to  monitor  finfish  and  protected 
species  bycatch. 

Comment  6:  One  commenter  noted 
that  research  should  continue  to  be 
conducted  to  determine  whether  more 
effective  gear  modifications  are 
available  as  well  as  to  assess  the  diving 
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and  foraging  behavior  of  turtles  around 
pound  net  gear. 

Response:  In  2004  and  2005,  NMFS 
implemented  a  coordinated  research 
program  with  pound  net  industry 
piirticipants  and  other  interested  parties 
to  develop  and  test  a  modified  pound 
net  leader  design  with  the  goal  of 
eliminating  or  reducing  sea  turtle 
interactions  while  retaining  an 
acceptable  level  of  fish  catch.  During  the 
2-year  study,  the  modified  leader  was 
found  effective  in  reducing  sea  turtle 
interactions  as  compared  to  the 
unmodified  leader.  In  2004,  out  of  eight 
turtles  impinged  on  or  entangled  in 
pound  net  leaders,  seven  were  in  an 
unmodified  leader.  One  leatherback 
turtle  was  found  entangled  in  the 
vertical  lines  of  a  modified  leader,  and 
as  a  result,  the  gear  was  further 
modified  by  increasing  the  stiffiiess  of 
the  vertical  lines  for  the  2005 
experiment.  In  2005, 15  turtles 
entangled  in  or  impinged  on  the  leaders 
of  unmodified  leaders,  and  no  turtles 
were  found  entangled  in  or  impinged  on 
modified  leaders.  This  two  year  project 
tested  a  realistic,  feasible  alternative  to 
traditional  pound  net  leaders  -  one  that 
testing  shows  to  protect  sea  turtles 
while  retaining  fish  catch.  Note  that  in 
2004,  NMFS,  through  the  National  Fish 
and  Wildlife  Foundation,  issued  a 
public  request  for  proposals  to  further 
reduce  sea  turtle  interactions  with 
Virginia  pound  net  gear.  Few  testable 
ideas  were  submitted,  and  emphasis 
was  then  put  on  the  modified  leader 
design  mentioned  above.  As  such,  no 
additional  plans  are  underway  to  test 
alternative  pound  net  gear  considering 
the  limited  resources  available  and 
other  fishing  gear  types  that  may  need 
bycatch  reduction  measures  and/or 
testing.  Alternative  designs  or  research 
plans  to  reduce  sea  turtle  bycatch  in 
pound  net  gear,  as  well  as  any  other 
fishing  gear,  are  always  welcomed  and 
can  be  sent  to  the  NMFS  Northeast 
Region  Protected  Resources  Division  at 
55  Great  Republic  Drive,  Gloucester, 

MA  01930. 

Previous  studies  by  the  Virginia 
Institute  of  Marine  Science  (Mansfield 
2006)  have  tracked  sea  turtles  in  the 
Virginia  Chesapeake  Bay,  but  those 
studies  did  not  specifically  focus  on  sea 
turtles’  foraging  and  diving  around 
pound  net  gear  (and  it  is  very  difficult 
to  do  so  given  the  unpredictability  of 
turtle  behavior).  NMFS  will  consider 
additional  satellite  tracking  studies  to 
monitor  sea  turtle  foraging  and  diving 
behavior  in  the  future. 

Comment  7:  One  commenter  noted 
that  the  regulations  pertaining  to  the 
pound  net  fishery  should  be 


strengthened  to  better  address  the 
bycatch  of  loggerhead  turtles. 

Response:  NMFS  has  been  researching 
the  bycatch  of  sea  turtles  in  Virginia 
fisheries  for  several  years.  Based  on 
observed  interactions  with  sea  turtles 
and  pound  net  leaders,  NMFS  has 
implemented  various  regulations  in  the 
Virginia  pound  net  fishery  since  2001. 
Regulations  have  been  modified  over 
time,  based  upon  new  information 
obtained  on  sea  turtle  interactions  in  the 
fishery.  While  sea  turtle  strandings  and 
obseived  interactions  in  Virginia  fishing 
gear  will  continue  to  be  evaluated, 

NMFS  does  not  believe  there  is  a  need 
to  further  regulate  the  Virginia  pound 
net  fishery  at  this  time. 

Comment  8:  One  commenter  noted 
that  the  following  information  should  be 
provided:  the  reporting  of  sea  turtle 
takes  by  pound  net  fishermen;  the 
results  of  any  at-sea  monitoring 
performed  since  the  regulations  have 
been  in  place;  data  on  strandings  of  sea 
turtles  in  the  Chesapeake  Bay;  the 
results  of  any  at-sea  compliance  checks; 
and  whether  there  has  been  any 
enforcement  action  taken  against  nets 
found  to  be  out  of  compliance  with  the 
regulations.  The  commenter  claimed 
that  the  omission  of  this  information  in 
the  proposed  rule  left  significant  gaps  in 
the  public’s  ability  to  comment  on  the 
impacts  of  the  pound  net  fishery  on 
threatened  and  endangered  sea  turtles. 

Response:  NMFS  requested  public 
comments  on  the  proposal  to  establish 
a  land-based  modified  leader  inspection 
program  to  help  determine  whether  the 
leaders  meet  the  existing  regulatory 
definition  of  a  modified  pound  net 
leader.  We  believe  sufficient 
information  was  provided  to  enable  the 
public  to  comment  on  that  topic. 
Nevertheless,  data  on  sea  turtle 
strandings  in  the  Chesapeake  Bay  were 
included  in  the  2006  EA.  There  have  not 
been  any  sea  turtles  in  pound  net 
operations  reported  to  NMFS  by 
fishermen  since  the  June  2006  final  rule. 
NMFS  concluded  that  this  rule  will 
complement  at-sea  enforcement  efforts. 
In  addition,  all  NOAA  enforcement 
actions  that  result  in  a  charge  are 
published  monthly  in  the  Commercial 
Fisheries  News. 

Inspection  Program  Logistics 

Comment  9:  One  commenter 
recommended  that  NMFS  require  the 
modified  leader  design  in  any  offshore 
leader  fished  from  early  May  to  mid-July 
within  the  geographic  range  of  the 
Virginia  pound  net  fishery.  The 
commenter  recommended  all  older 
leaders  should  be  replaced  with  the  new 
modified  design. 


Response:  When  NMFS  was 
considering  a  rule  to  require  the 
modified  pound  net  leader  in  the 
Virginia  pound  net  fishery,  the 
geographic  scope  of  such  a  requirement 
was  evaluated.  Despite  observer 
coverage  throughout  the  Virginia 
Chesapeake  Bay,  all  but  one  observed 
sea  turtle  interaction  in  an  offshore 
leader  occurred  in  the  area  where  the 
modified  leader  is  currently  required.  In 
light  of  that,  NMFS  believes  the 
geographic  scope  of  the  modified  leader 
requirement  is  reasonable.  Further,  the 
geographic  area  for  the  requirement  is 
beyond  the  scope  of  this  rulemaking  to 
establish  an  onshore  inspection  program 
for  Virginia  modified  pound  net  leaders. 

Comment  10:  One  commenter  felt  that 
fishermen  should  provide  NMFS  with 
information  about  the  depth  of  the  site 
at  which  the  leader  will  be  set  to 
confirm  the  modified  leader  meets  the 
definition  in  the  regulations  (e.g.,  the 
height  of  the  mesh  must  be  no  more 
than  one-third  the  depth  of  the  water  at 
mean  lower  low  water). 

Response:  During  the  inspection 
process,  NMFS  will  collect  information 
on  the  low  water  depth  at  each  end  of 
the  fisherman’s  modified  pound  net 
leader.  After  considering  the  public 
comments  received  and  further 
assessment,  NMFS  determined  that  this 
modification  to  the  measures  in  the 
proposed  rule  is  warranted.  Fishermen 
will  be  required  tp  provide  information 
on  the  low  water  depth  at  each  end  of 
their  modified  pound  net  leader  at  the 
site  at  which  it  will  be  set.  This 
information,  in  conjunction  with  NMFS 
measuring  the  height  of  the  mesh  in 
relation  to  the  height  of  the  entire 
leader,  will  be  useful  in  helping  to 
determine  whether  the  leader,  once 
deployed  at  the  location,  meets  the 
requirement  that  the  mesh  be  no  more 
than  one  third  the  depth  of  mean  lower 
low  water.  The  cbllection-of- 
information  requirement  pursuant  to  the 
Paperwork  Reduction  Act  (PRA)  has 
been  revised  to  include  collecting 
specific  depth  data  from  fishermen 
(OMB  number  0648-0559). 

With  respect  to  the  portion  of  the 
modified  leader  definition  that  states 
the  height  of  the  mesh  must  be  no  more 
than  one-third  the  depth  of  the  water  at 
mean  lower  low  water,  the  methodology 
that  can  be  used  to  calculate  mean  lower 
low  water  is  summarized  in  the  Small 
Entity  Compliance  Guide,  which  will  be 
sent  to  all  Virginia  pound  net  licensees. 
Copies  of  this  document  are  available 
upon  request  by  calling  978-281-9300 
extension  6525,  or  can  be  found  on  the 
NMFS  Northeast  Region  Protected 
Resources  Division  web  site  (under  Gear 
Restrictions  for  the  Virginia  Pound  Net 
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Fishery  -  2008  Modified  Leader 
Inspection  Program)  at  http:// 
www.nero.noaa.gov/prot_jes/ 
seaturtles/regs.html.  In  general,  the 
depth  at  mean  lower  low  water  for  a 
particular  location  can  be  calculated 
using  the  predicted  and  actual  tide 
measurements  located  at  http:// 
tidesandcurrents.noaa.gov. 

Comment  1 1 :  One  commenter 
recommended  that  the  fishermen  should 
call  NMFS  at  least  96  hours,  instead  of 
72  hours  as  proposed,  before  the 
modified  leaders  are  to  be  deployed  to 
give  the  inspectors  and  fishermen  more 
time  to  arrange  the  inspection.  Another 
commenter  recommended  that  NMFS 
establish  set  times  and  locations  where 
fishermen  can  bring  their  gear  for 
inspection. 

Response:  NMFS  did  not  receive  any 
comments  from  fishermen  indicating 
that  72  hours  would  be  an  unrealistic 
schedule  for  arranging  an  inspection. 
Similarly,  the  NMFS  inspector  has 
noted  that  72  hours  is  an  appropriate 
time  frame.  The  72  hour  window  was 
chosen  to  allow  enough  time  to  arrange 
the  inspection  while  ensuring  the 
fishermen  would  not  be  burdened  with 
having  to  call  too  far  in  advance  when 
their  deployment  plans  may  still  be 
unclear.  If  a  fisherman  wants  to  call  to 
arrange  the  inspection  96  hours  in 
advance  of  deployment,  there  is  nothing 
in  the  regulations  that  would  preclude 
him/her  from  doing  so. 

NMFS  does  not  believe  establishing  a 
set  time  and  location  for  the  fishermen 
to  bring  in  their  gear  for  inspection  is 
realistic.  Fishermen  may  set  their  gear  at 
any  time  during  the  year,  and  as  such, 
purchase  and  rig  their  leaders  at  varying 
times  as  well.  It  would  be  more 
cumbersome  on  the  industry  to  have 
them  adhere  to  a  rigid  schedule  for 
inspections,  instead  of  arranging  the 
inspection  when  their  gear  is  available 
and  ready  for  deployment.  The  NMFS 
inspector  has  indicated  that  the 
proposed  inspection  plans  are  realistic 
and  suitable. 

Changes  From  the  Proposed  Rule 

As  a  result  of  the  comments  received 
and  further  assessment,  NMFS  has 
determined  that  two  modifications  to 
the  measures  included  in  the  proposed 
rule  are  warranted.  First,  the  proposed 
rule  indicated  that  during  the 
inspection,  fishermen  must  inform 
NMFS  of  the  “specific  location  where 
his  or  her  inspected  pound  net  leader 
will  be  set.”  The  final  rule  clarifies  the 
type  of  information  sought  to  identify 
“specific  location”  by  indicating  that, 
during  the  inspection,  fishermen  must 
provide  accurate  and  specific  latitude 
and  longitude  coordinates  of  the 


location  at  which  the  leader  will  be 
deployed.  If  the  fisherman  does  not 
know  his  or  her  modified  pound  net 
leader  latitude  and  longitude 
coordinates  prior  to  the  inspection, 
NMFS  will  have  a  detailed  nautical 
chart  available  during  the  inspection  for 
the  fisherman  to  ascertain  the  specific 
coordinates  of  the  gear.  Second,  during 
the  inspection,  fishermen  must  provide 
NMFS  with  information  on  the  low 
water  depth  at  each  end  of  their 
modified  leader  at  the  location  at  which 
it  will  be  set.  Knowing  the  depth,  in 
conjunction  with  NMFS  measuring  the 
height  of  the  mesh  in  relation  to  the 
height  of  the  entire  leader,  will  be  useful 
in  helping  to  determine  whether  the 
leader,  once  deployed  at  the  location, 
meets  the  requirement  that  the  mesh  be 
no  more  than  one  third  the  depth  of 
mean  lower  low  water.  The  collection- 
of-information  requirement  pursuant  to 
the  PRA  has  been  revised  to  include 
collecting  latitude  and  longitude 
coordinates  and  specific  depth  data 
from  fishermen  (OMB  number  0648- 
0559). 

Classification 

This  final  rule  has  been  determined  to 
be  not  significant  for  purposes  of 
Executive  Order  12866. 

NMFS  has  prepared  a  final  regulatory 
flexibility  analysis  that  describes  the 
economic  impact  this  final  rule  will 
have  on  small  entities.  A  summary  of 
the  analysis  follows. 

A  statement  of  the  need  for,  and 
objectives  of,  this  rulemaking  are 
presented  in  the  preamble  and  not 
repeated  here. 

No  comments  were  received  on  the 
initial  regulatory  flexibility  analysis  or 
the  economic  impacts  of  the  proposed 
rule. 

The  Final  Environmental  Assessment 
(EA)  and  Regulatory  Impact  Review/ 
Regulatory  Flexibility  Act  Analysis  of 
Sea  Turtle  Conservation  Measures  for 
the  Pound  Net  Fishery  in  Virginia 
Waters  of  the  Chesapeake  Bay  (June 
2006)  analyzed  the  economic  impacts  of 
requiring  the  use  of  the  modified  leader 
for  offshore  pound  nets  in  Regulated 
Area  I  and  allowing  the  use  of  the 
modified  leader  by  all  other  pound  nets 
in  the  Virginia  waters  of  Chesapeake 
Bay  between  May  6  and  July  15.  The 
analysis  found  the  rule  would  increase 
net  revenues  for  five  fishermen  in  the 
lower  Bay  by  allowing  them  to  fish 
offshore  pound  nets  during  the 
regulated  period,  compared  to  the 
previous  2004  rule  that  prohibited 
leaders.  The  cost  of  fabricating  and 
deploying  the  modified  leader  was  more 
than  offset  by  the  increase  in  revenues. 
Additionally,  the  EA  noted  that  the 


public  benefits  from  turtle  protection 
using  the  modified  leader  were 
indistinguishable  from  the  leader 
prohibition.  This  rule  does  not  change 
those  conclusions;  rather,  it  would  help 
to  support  the  benefits  identified.  If  the 
compliance  rate  for  use  of  the  modified 
leader  for  offshore  pound  nets  in 
Regulated  Area  I  is  not  100  percent, 
there  is  potential  for  a  reduction  in  the 
benefits  firom  turtle  protection.  The 
economic  incentives  for  a  fisherman  to 
decide  not  to  comply  with  the  existing 
regulations  are  minor;  however, 
fishermen  may  not  comply  with  the 
modified  leader  design  specifications 
due  to  an  inadvertent  error  in 
construction.  In  either  case,  benefits 
fi'om  the  existing  regulation  could  be 
reduced  if  the  modified  leader  does  not 
meet  the  regulatory  definition. 

The  cost  to  a  fisherman  of  undergoing 
a  land  based  inspection  is  small. 
Assuming  that  fishing  is  not  impeded  by 
the  regulation',  and  the  inspection  is 
arranged  at  a  location  convenient  to  the 
fisherman,  the  principal  cost  to 
fishermen  would  be  the  opportunity 
cost  of  their  time  to  arrange  and  undergo 
the  inspection  estimated  at  $21.50  per 
leader.  Assuming  telephone  costs  of 
$1.25  to  arrange  the  meeting,  the  total 
cost  would  be  $22.75  per  leader. 
Fishermen  are  also  required  to  notify 
NMFS  by  telephone  if  a  tag  is  lost, 
damaged,  or  destroyed.  It  is  estimated  ^ 
such  a  call,  should  it  be  necessary, 
would  take  approximately  5  minutes  for 
an  estimated  cost  of  $2.90  per  lost/ 
damaged/destroyed  tag  (coqsidering 
telephone  charges  and  opportunity  cost 
of  time).  The  number  of  fishermen  and 
leaders  affected  by  this  rule  will  depend 
on  how  many  fishermen  adopt  the 
modified  leader.  At  the  low  end,  if  it  is 
assumed  that  only  those  fishermen 
required  to  use  the  modified  leader  in 
order  to  fish  do  so,  the  estimate  is  five 
fishermen  in  the  lower  Chesapeake  Bay 
with  seven  offshore  leaders  would  incur 
inspection  costs.  Depending  on  the 
number  of  leaders  a  fisherman  deploys, 
the  cost  per  fisherman  would  range  from 
$22.75  to  $45.50  or  0.03  to  0.06  percent 
of  average  annual  revenues  per 
fisherman.  A  mid-range  estimate 
suggests  fishermen  would  replace  all 
offshore  pound  net  leaders  with  the 
modified  leader.  At  the  end  of  five 
years,  21  fishermen  with  32  pound  nets 
would  incur  costs  between  $22.75  to 


’That  is,  fishermen  are  able  to  fish  before  the 
regulated  period  with  an  existing  leader. 
Alternatively,  if  fishermen  used  the  modified  leader 
outside  the  regulated  period,  they  would  generally 
remove  the  leader  for  cleaning/maintenance  at  some 
time  during  the  year;  if  inspection  services  were 
available  during  that  time,  fishing  would  not  be 
impeded. 


68354  Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


$45.50  or  0.03  to  0.08  percent  of  average 
annual  revenues.  At  the  high  end,  if  it 
is  assumed  that  during  the  normal 
leader  replacement  cycle,  all  fishermen 
adopt  the  modified  leader  for  all  pound 
nets  used  in  Pound  Net  Regulated  Areas 
I  and  11  during  May  6  to  July  15,  the 
estimate  at  the  end  of  five  years  would 
be  21  fishermen  and  46  pound  nets.  The 
annual  cost  per  fisherman  would  range 
from  $22.75  to  $91.00,  or  0.04  to  0.08 
percent  of  average  annual  revenues.  The 
total  annual  cost  to  the  pound  net 
industry  would  be  $157.70  at  the  low 
level  of  adoption,  or  $1,046.50  under 
full  adoption,  which  are  0.007  to  0.047 
percent  of  industry  revenues.  Note  that 
the  cost  of  reporting  lost,  damaged,  or 
destroyed  tags  is  not  included  in  the 
individual  fisherman  or  industry 
estimates  because  there  is  no  verifiable 
estimate  of  expected  rate  of  tag  loss.  If 
one  assumes  three  tags  per  leader  and  a 
10  percent  loss  rate,  the  total  industry 
cost  would  increase  by  $5.80  to  $40.60 
per  year  depending  on  the  level  of 
adoption  and  the  year.  NMFS  also 
analyzed  the  “no  action”  alternative,  for 
which  there  would  not  be  any  economic 
impacts  on  small  entities. 

This  final  rule  requires  those 
fishermen  who  wish  to  deploy  a 
modified  leader  from  May  6  through 
July  15,  to  make  their  modified  leaders 
available  for  inspection  and  tagging. 
Additionally,  fishermen  would  be 
required  to  retain  a  letter  that  the  leader 
has  passed  inspection  for  the  relevant 
period.  Under  existing  regulations, 
fishermen  had  to  be  familiar  with  the 
design  requirements  for  the  modified 
leader;  this  knowledge  continues  to  be 
required  under  this  rule.  In  the  event 
that  a  tagged  leader  is  damaged  or 
destroyed,  fishermen  would  be  required 
to  report  the  loss  to  NMFS  personnel. 

To  access  the  inspection  program  and 
report  lost  or  damaged  tags,  fishermen 
would  need  access  to  a  telephone.  No 
new  skills  would  be  required  for 
compliance. 

As  stated  above,  the  rule  was 
compared  to  the  status  quo,  which  does 
not  require  inspection  of  modified 
pound  net  leaders,  but  does  require 
compliance  of  modified  leaders  with  the 
design  specifications  described  in 
previous  regulation.  The  alternative 
contained  in  this  final  rule  was 
prepared  to  help  ensure  the  level  of 
turtle  protection  anticipated  by  the  June 
23,  2006  rule  (71  FR  36024)  is  achieved. 
The  rule  was  designed  to  minimize  the 
economic  burden  to  the  fisherman  by 
allowing  the  inspections  at  a  place  of 
convenience  (e.g.,  dock)  and  by 
allowing  inspection  at  any  point  prior  to 
deployment  (i.e.,  leaders  could  be 
deployed  in  months  prior  to  May  6). 


Additionally,  fishermen  avoid  the 
potential  expense  and  lost  revenues  that 
could  occur  should  a  leader  need  to  be 
removed  from  the  water  for  inspection 
or  because  it  did  not  meet  the  design 
requirements  for  a  modified  leader 
described  in  the  existing  regulation. 

This  final  rule  contains  a  collection- 
of-information  requirement  subject  to 
the  PRA  and  which  has  been  approved 
by  OMB  under  control  number  0648- 
0559.  Public  reporting  burden  for  the 
modified  pound  net  leader  inspection 
program  is  estimated  to  average  a 
maximum  of  2  and  one  half  hours  per 
fisherman  (or  51  hours  for  all  Virginia 
pound  net  fishermen),  including  the 
time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information. 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  nor  shall  any  person  be 
subject  to  a  penalty  for  failure  to  comply 
with,  a  collection  of  information  subject 
to  the  requirements  of  the  PRA,  unless 
that  collection  of  information  displays  a 
currently  valid  OMB  Control  Number. 

This  final  rule  contains  policies  with 
federalism  implications  that  were 
sufficient  to  warrant  preparation  of  a 
federalism  assessment  under  Executive 
Order  13132.  The  Assistant  Secretary.for 
Legislative  and  Intergovernmental 
Affairs  provided  notice  of  the  proposed 
action  to  the  Governor  of  Virginia  on 
March  7,  2007.  No  comments  were 
received  in  response  to  the  March  2007 
letter. 

List  of  Subjects  in  50  CFR  Part  223 

Endangered  and  threatened  species. 
Exports,  Transportation. 

Dated:  November  12,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  for 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

■  For  the  reasons  set  forth  in  the 
preamble,  50  CFR  part  223  is  amended 
as  follows: 

PART  223— THREATENED  MARINE 
AND  ANADROMOUS  SPECIES 

it  ic  ie  it  * 

■  1.  The  authority  citation  for  part  223 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1531  et  seq.;  16  U.S.C. 
742a  et  seq.-,  31  U.S.C.  9701. 

■  2.  In  §  223.205,  paragraphs  (b)(16)  and 
(b)(17)  are  redesignated  as  (b)(21)  and 
(b)(22),  respectively,  and  new 
paragraphs  (b)  (16)  -  (20)  are  added  to 
read  as  follows: 


§  223.205  Sea  turtles. 

it  it  it  it  it 

(b)  *  *  * 

(16)  Set,  use,  or  fail  to  remove  a 
pound  net  leader  in  Pound  Net 
Regulated  Area  I  or  Pound  Net 
Regulated  Area  II  at  any  time  from  May 
6  through  July  15  that  does  not  meet  the 
leader  construction  specifications 
described  in  50  CFR  223.206(d)(10)  and 
50  CFR  222.102; 

(17)  Set,  use,  or  haul  a  modified 
pound  net  leader  in  Pound  Net 
Regulated  Area  I  or  Pound  Net 
Regulated  Area  II  defined  in  50  CFR 
222.102  and  referenced  in  50  CFR 
223.206(d)(10)  at  any  time  from  May  6 
through  July  15  unless  that  leader  has 
been  inspected  and  tagged  by  NMFS  in 
accordance  with  50  CFR 
223.206(d)(10)(vii)  prior  to  deploying 
the  leader; 

(18)  Alter  or  replace  any  portion  of  a 
pound  net  leader  that  has  been 
previously  tagged  by  NMFS  in 
accordance  with  50  CFR 
223.206(d)(10)(vii)  so  that  the  altered  or 
replaced  portion  is  no  longer  consistent 
with  the  modified  pound  net  leader 
definition  in  50  CFR  222.102,  unless 
that  altered  or  replaced  portion  is 
inspected  and  tagged  by  NMFS  in 
accordance  with  50  CFR 
223.206(d)(10)(vii)  or  that  alteration  or 
replacement  occurs  after  the  regulated 
period  of  May  6  through  July  15; 

(19)  Remove,  transfer,  sell,  purchase, 
affix,  or  tamper  with  any  tags  used  by 
NMFS  to  mark  pound  net  leaders; 

(20)  Fish,  use,  or  haul  a  modified 
pound  net  leader  at  any  time  from  May 
6  through  July  15  unless  the  fisherman 
has  on  board  the  vessel  a  letter  issued 
by  NMFS  indicating  that  the  leader  has 
passed  inspection; 
***** 

■  3.  In  §  223.206,  paragraph  (d)(10)(vii) 
is  added  to  read  as  follows: 

§223.206  Exemptions  to  prohibitions 
reiating  to  sea  turtles. 
***** 

(d)  *  *  * 

(10)  *  *  * 

(vii)  Modified  leader  inspection 
program.  Any  fisherman  planning  to  use 
a  modified  pound  net  leader  in  Pound 
Net  Regulated  Area  I  or  Pound  Net 
Regulated  Area  II  at  any  time  from  May 
6  through  July  15  must  make  his/her 
leader  available  for  inspection  and 
tagging  by  NMFS  according  to  the 
following  procedures.  At  least  72  hours 
prior  to  deploying  a  modified  pound  net 
leader,  the  fisherman^or  his/her 
representative  must  call  NMFS  at  757- 
414-0128  between  7:00  a.m.  and  5:00 
p.m.  local  time  and  arrange  for  a 
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mutually  agreeable  meeting  date,  time, 
and  place.  The  fisherman  must  meet 
NMFS  at  such  location  at  the  designated 
time  and  allow  NMFS  to  examine  his  or 
her  gear  to  help  ensure  the  leader  is  in 
compliance  with  the  definition  of  a 
modified  pound  net  leader.  NMFS  will 
ascertain  whether  the  leader  meets  the 
following  four  criteria  taken  from  that 
definition:  (1)  the  lower  portion  of  the 
leader  is  mesh  and  the  upper  portion 
consists  of  only  vertical  lines;  (2)  the 
mesh  size  is  equal  to  or  less  than  8 
inches  (20.3  cm)  stretched  mesh;  (3)  the 
vertical  lines  are  equal  to  or  greater  than 
5/16  inch  (0.8  cm)  in  diameter  and 
strung  vertically  at  least  every  2  feet  (61 
cm);  and  (4)  the  vertical  lines  are  hard 
lay  lines  with  a  level  of  stiffness 
equivalent  to  the  stiffness  of  a  5/16  inch 
(0.8  cm)  diameter  line  composed  of 
polyester  wrapped  around  a  blend  of 
polypropylene  and  polyethylene  and 
containing  approximately  42  visible 
twists  of  strands  per  foot  of  line.  NMFS 
will  also  measure  the  height  of  the  mesh 
in  relation  to  the  height'of  the  entire 
leader.  During  the  inspection,  the 
fisherman  must  provide  accurate  and 
specific  latitude  and  longitude 
coordinates  of  the  location  at  which  the 
leader  will  be  deployed,  as  well  as 
information  on  the  low  water  depth  at 
each  end  of  the  modified  leader  at  the 
site  at  which  it  will  be  set.  If  the  leader 
meets  the  four  criteria  previously 
described,  the  measurement  of  the 
height  of  the  mesh  in  relation  to  the 
total  height  of  the  leader  is  recorded, 
and  the  low  water  depth  and  latitude 
and  longitude  coordinates  of  the 
specific  location  at  which  the  leader 
will  be  deployed  are  provided  and 
recorded,  the  leader  will  pass 
inspection.  If  it  passes  inspection, 

NMFS  will  tag  the  leader  with  one  or 
more  tamperproof  tags.  Removing  or 
tampering  with  any  tag  placed  on  the 
leader  by  NMFS  is  prohibited.  If  a  tag 
is  damaged,  destroyed,  or  lost  due  to 
any  cause,  the  fisherman  must  call 
NMFS  at  757-414-0128  within  48  hours 
of  discovery  to  report  this  incident. 

After  the  leader  is  determined  to  have 
passed  inspection,  NMFS  will  issue  a 
letter  to  the  fisherman  indicating  that 
the  leader  passed  inspection.  The 
fisherman  must  retain  that  letter  on 
Board  his/her  vessel  tending  the 
inspected  leader  at  all  times  it  is 
deployed.  Modified  pound  net  leaders 
must  pass  inspection  prior  to  being  used 
at  any  time  during  the  time  period  from 
May  6  through  July  15  of  each  year. 
***** 

(FR  Doc.  E8-27344  Filed  11-17-03;  8:45  am) 
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50  CFR  Part  622 
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Fisheries  of  the  Caribbean,  Gulf  of 
Mexico,  and  South  Atlantic;  Shrimp 
Fishery  of  the  Gulf  of  Mexico; 

Revisions  to  Allowable  Bycatch 
Reduction  Devices 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and  . 
"Atmospheric  Administration  (NOAA), 
Commerce. 
action:  Final  rule. 

SUMMARY:  In  accordance  with  the 
framework  procedures  for  adjusting 
management  measures  of  the  Fishery 
Management  Plan  for  the  Shrimp 
Fishery  of  the  Gulf  of  Mexico  (FMP), 
NMFS  issues  this  final  rule  to  decertify 
the  expanded  mesh  bycatch  reduction 
device  (BRD),  the  “Gulf  fisheye”  BRD, 
and  the  “fisheye”  BRD,  as  currently 
specified,  for  use  in  the  Gulf  of  Mexico 
(Gulf)  shrimp  fishery.  NMFS  is  also 
certifying  a  new  specification  for  the 
fisheye  device  to-be  used  in  the  Gulf.  In 
addition,  this  final  rule  incorporates  a 
number  of  minor  revisions  to  remove 
outdated  regulatory  text  and  revise 
references  within  regulatory  text.  The 
intended  effect  of  this  final  rule  is  to 
improve  bycatch  reduction  in  the 
shrimp  fishery  and  better  meet  the 
requirements  of  national  standard  9. 
DATES:  This  final  rule  is  effective  May 
18,  2009. 

ADDRESSES:  Copies  of  the  Final 
Regulatory  Flexibility  Analysis  (FRFA) 
may  be  obtained  from  Steve  Branstetter, 
NMFS,  Southeast  Regional  Office,  263 
13th  Avenue  South,  St.  Petersburg,  FL 
33701;  phone;  727-824-5305;  fax:  727- 
824-5308. 

FOR  FURTHER  INFORMATION  CONTACT: 

Steve  Branstetter,  telephone;  727-824- 
5305,  fax;  727-824-5308. 
SUPPLEMENTARY  INFORMATION:  The 
fishery'  for  shrimp  in  the  exclusive 
economic  zone  (EEZ)  of  the  Gulf  is 
managed  under  the  FMP  prepared  by 
the  Gulf  of  Mexico  Fishery  Management 
Council  (Council).  The  FMP  is 
implemented  under  the  authority  of  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act)  by  regulations 
at  50  CFR  part  622. 

On  June  3,  2008,  NMFS  published  a 
proposed  rule  (73  FR  31669)  and 


requested  public  comment.  The 
rationale  for  the  measures  contained  in 
this  final  rule  are  provided  in  the 
preamble  to  the  proposed  rule  and  are 
not  repeated  here.  This  final  rule  is 
effective  approximately  6  months  after 
the  publication  date  to  give  members  of 
the  Gulf  shrimp  industry  enough  time  to 
come  into  compliance  with  the 
management  measures  contained  in  this 
rulemaking. 

Comments  and  Responses 

NMFS  received  four  comments  on  the 
proposed  rule,  three  of  which  opposed 
proposed  actions  or  suggested  alternate 
management  measures.  Following  is  a 
summary  of  the  comments  and  NMFS’ 
responses. 

Comment  1:  BRD  efficacy  results  used 
for  this  rulemaking  are  not  based  on  best 
scientific  data;  preliminary  results  from 
a  new  study  released  by  the  Gulf  and 
South  Atlantic  Fisheries  Foundation, 

Inc.  (Foundation)  have  different 
outcomes  than  the  results  used  by 
NMFS  in  certifving  and  decertifving 
BRDs. 

Response:  To  be  certified  for 
unconditional  use  in  the  southeastern 
shrimp  fishery,  testing  must 
demonstrate  that  a  BRD  reduces  the 
weight  of  finfish  bycatch  by  30  percent, 
and  that  less  than  a  10-percent 
probability  exists  that  the  reduction  rate 
is  less  than  25  percent.  To  be 
provisionally  certified  (for  2  years), 
testing  must  demonstrate  that  at  least  a 
50-percent  probability  exists  that  the 
BRD  reduces  the  weight  of  finfish 
bycatch  by  25  percent. 

New  data  are  collected  at  varying 
rates  for  different  types  of  fishery 
research.  The  Foundation  study 
includes  new  data  that  became  available 
after  NMFS  initiated  this  rulemaking. 
Nevertheless,  the  preliminary  results 
provided  by  the  Foundation  study  very 
closely  matched  the  results  available  to 
NMFS  at  the  time  the  rule  was 
developed.  The  Foundation  study 
agreed  with  NMFS  results  indicating  a 
fisheye-type  BRD  placed  less  than  9  ft 
(2.7  m)  from  the  cod  end  tie-off  rings 
met  the  certification  criterion;  the  “Gulf 
fisheye”  BRD  and  the  expanded  mesh 
BRD  did  not  meet  the  certification 
criterion;  and  the  extended  funnel  BRD 
did  meet  the  provisional  certification 
criterion.  Therefore,  the  results  of  the 
Foundation  study  do  not  contradict  the 
actions  in  this  rulemaking  to  change  the 
allowable  placement  of  the  “fisheye” 
BRD  in  the  Gulf,  and  to  decertify  the 
“Gulf  fisheye”  and  expanded  mesh 
BRDs  in  the  Gulf. 

The  Foundation  study  had  slightly 
different  results  for  the  Jones-Davis, 
Modified  Jones-Davis,  and  composite 
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panel  BRDs.  For  the  Jones-Davis  BRD, 
the  Foundation  study  only  considered  a 
limited  data  set,  consisting  of  20  new 
sample  tows,  which  indicated  the  BRD 
did  not  meet  the  criterion.  This  limited 
data  set  does  not  meet  the  minimum  30- 
tow  sample  size  requirement  for 
certification  consideration,  and  there  are 
no  other  data  for  this  BRD  design  except 
the  data  used  to  originally  certify  the 
BRD  in  1998.  The  Foundation  study 
included  510  sample  tows  (compared  to 
NMFS’  analysis  of  464  sample  tows)  for 
its  analysis  of  the  Modified  Jones-Davis 
BRD,  and  concluded  the  reduction  in 
finfish  biomass  was  greater  than  30 
percent,  but  the  probability  threshold 
was  not  met  (p=0.11).  However,  the 
Foundation  study  used  a  different 
analytical  approach  in  determining  its 
probability  estimates.  NMFS  would 
need  to  examine  the  ramifications  of 
using  different  analytical  procedures 
prior  to  making  any  further 
determinations  regarding  this  gear.  The 
Foundation  study  used  187  sample  tows 
(compared  to  NMFS’  analysis  of  146 
sample  tows)  to  evaluate  the  efficacy  of 
the  provisionally  certified  composite 
panel  BRD.  Whereas  NMFS  concluded 
this  BRD  met  the  provisional 
certification  criterion  by  a  very  small 
margin  (mean  reduction  rate  of  25.1 
percent  with  a  52-percent  probability 
the  mean  reduction  rate  was  greater 
than  25  percent),  the  Foundation  study 
indicated  the  BRD  has  a  23.8-percent 
reduction  rate  with  a  45-percent 
probability  the  reduction  rate  is  greater 
than  25  percent. 

As  noted,  new  data  are  collected  on 
a^continuing  basis  by  NMFS  and  its 
cooperating  research  partners.  These 
data  will  be  reviewed  and  evaluated, 
along  with  other  relevant  data 
comprising  the  best  scientific 
information  available,  to  monitor  for 
any  substantial  changes  in  the  overall 
efficacy  of  the  various  BRDs.  Revisions 
will  be  contemplated  once  sufficient 
information  exists  to  determine  whether 
revisions  are  appropriate.  However, 
repeated  revisions  to  the  status  of 
certified  or  non-certified  BRDs  without 
a  sufficient  administrative  record  would 
not  be  consistent  with  the  Magnuson- 
Stevens  Act,  the  FMP,  or  other 
applicable  law,  and  would  lead  to 
unnecessary  regulatory  confusion  and 
economic  hardship  to  the  industry. 
NMFS  does  not  intend,  at  this  time,  to 
modify  the  list  of  certified  BRDs  based 
on  preliminary  analyses  conducted 
using  different  methodologies.  However, 
NMFS  will  continue  to  monitor  the 
efficacy  of  BRDs  currently  certified  for 
use  in  the  southeastern  shrimp  fishery. 

NMFS  provisionally  certified  the 
Extended  Funnel  and  composite  panel 


BRDs  for  a  period  of  2  years,  through 
March  14,  2010.  NMFS,  in  cooperation 
with  its  research  partners,  is  currently 
collecting  additional  information  on 
modifications  to  these  BRD  designs  to 
determine  if  such  modifications  will 
improve  their  overall  bycatch  reduction 
efficacy. 

Comment  2:  The  benefit  of  BRDs  is  a 
diminishing  return  as  shrimp  effort 
declines.  There  are  no  documented 
bycatch  issues  where  bycatch  mortality 
reduction  is  needed  in  the  trawl  fishery 
for  managed  species;  the  only  basis  for 
BRDs  is  purportedly  to  meet  Magnuson- 
Stevens  Act  requirements.  Furthermore, 
there  is  no  basis  or  sound  definition  of 
the  30— percent  reduction  target  over 
another  target;  it  is  arbitrary  and  maybe 
capricious.  Bycatch  reduction  credit 
should  include  reductions  firom  turtle 
excluder  devices  (TEDs). 

Response:  This  rulemaking  is  limited 
in  scope  to  revising  the  list  of  allowable 
BRDs,  based  on  the  recently  revised 
BRD  certification  criterion  (73  FR  8219, 
February  13,  2008).  In  accordance  with 
regulations  at  50  CFR  622.41(g)(2)(iv), 
the  Regional  Administrator  will 
decertify  a  BRD  when  it  is  determined 
the  BRD  does  not  meet  the  certification 
criterion.  NMFS’  analyses  and  an 
independent  review  of  those  data  by  the 
Foundation  agreed  the  “Gulf  fisheye” 
BRD  and  the  expanded  mesh  BRD  do 
not  meet  the  certification  criterion.  This 
rulemaking  will  decertify  those  BRDs  in 
the  Gulf. 

Although  there  are  no  species-specific 
targets  for  shrimp  trawl  bycatch 
reduction,  fishing  mortality  associated 
with  shrimp  trawl  bycatch  has  been 
considered  in  recent  stock  assessments 
for  several  managed  stocks,  including 
red  snapper,  vermilion  snapper,  gray 
triggerfish,  and  king  mackerel.  NMFS’ 
analyses  and  an  independent  1997 
report  by  the  Foundation  indicate  BRDs 
can  substantially  reduce  the  catch  of 
numerous  finfish  species.  Therefore,  the 
requirements  for  BRDs  in  the 
southeastern  shrimp  fishery  helps 
NMFS  and  the  Councils  meet  national 
standard  9  and  other  Magnuson-Stevens 
Act  requirements,  including  section 
303(a)  of  the  Magnuson-Stevens  Act  by 
reducing  bycatch  and  bycatch  mortality 
for  both  managed  and  non-managed 
stocks. 

The  total  quantity  of  bycatch  reduced 
from  use  of  a  BRD  is  dependent  on  total 
effort,  and  shrimp  trawl  effort,  and  the 
resulting  level  of  bycatch,  has  been 
reduced  substantially  in  recent  years.  In 
addition,  TEDs  and  other  fishing  gear 
modifications  or  fishing  behavior 
modifications  may  reduce  bycatch. 
However,  the  BRD  certification  criterion 
is  not  intended  to  be  an  overall  target  or 


credit  for  the  level  of  bycatch  reduction 
that  may  be  possible  in  the  fishery.  The 
criterion  represents  an  achievable 
average  rate  by  which  a  BRD  reduces  the 
finfish  biomass  captured  in  the  cod  end 
of  the  trawl,  independent  of  the  level  of 
effort  or  quantity  of  the  catch.  Bycatch 
reduction  that  might  occur  from  other 
technological  or  fishing  behavior 
changes  would  be  in  addition  to  the  30- 
percent  reduction  achieved  through  the 
use  of  BRDs. 

The  definition  of  the  bycatch 
reduction  criterion  is  clearly  described 
in  the  Bycatch  Reduction  Device  Testing 
Manual.  During  certification  testing,  a 
BRD  candidate  is  placed  in  the  cod  end 
(behind  the  TED)  of  one  outboard  net  to 
create  an  experimental  net,  and  any 
certified  BRD  in  the  other  outboard  net 
is  either  removed  or  disabled  to  create 
a  control  net.  All  trawls  under  tow  must  ^ 
be  equipped  with  approved  TEDs.  The 
catch  and  catch  rate  between  the  two 
nets  is  then  compared.  The  BRD  Manual 
further  states:  “The  primary  assumption 
in  assessing  the  bycatch  reduction 
efficiency  of  the  BRD  candidate  during 
paired-net  tests  is  that  the  inclusion  of 
the  BRD  candidate  in  the  experimental 
net  is  the  only  factor  causing  a 
difference  in  catch  from  the  control 
net.”  In  summary,  the  BRD  must 
demonstrate  the  ability,  on  average,  to 
allow  30  percent  of  the  finfish  biomass 
captured  in  the  cod  end  of  a  shrimp 
trawl  to  escape  from  the  net. 

The  basis  for  the  30-percent  criterion 
was  established  when  the  Council 
recommended,  and  NMFS  approved  and 
implemented  through  regulation,  BRD 
requirements  for  the  eastern  Gulf  in 
Amendment  10  to  the  FMP.  Previously, 
regulations  implementing  Amendment  9 
required  BRDs  in  the  western  Gulf; 
however,  the  focus  of  the  original 
requirement  was  to  reduce  juvenile  red 
snapper  bycatch,  and  juvenile  red 
snapper  were  not  common  in  the 
eastern  Gulf.  The  Magnuson-Stevens 
Act  requires  measures  to  avoid  and 
minimize  bycatch  and  bycatch  mortality 
overall;  therefore,  in  developing 
Amendment  10,  the  Council  chose  a 
more  generic  goal  of  reducing  overall 
finfish  catch  by  30  percent  by  weight. 

The  Council’s  decision  was  supported 
by  information  on  the  bycatch  reduction 
capabilities  of  BRDs  presented  in  a  1997 
report  by  the  Foundation  and  a  1998 
NMFS  Report  to  Congress.  All  three 
BRDs  (“fisheye”,  “Gulf  fisheye”,  Jones- 
Davis)  certified  at  the  time  for  use  in  the 
western  Gulf  (based  on  a  red  snapper 
reduction  criterion)  met  this  general 
finfish  reduction  criterion.  In  addition, 
two  other  BRDs  (extended  funnel  and 
expanded  mesh),  certified  for  the  South 
Atlantic  based  on  their  ability  to  reduce 
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the  catch  of  weakfish  and  Spanish 
mackerel,  also  met  this  general  finfish 
criterion.  Thus,  this  general  finfish 
reduction  requirement  allowed  all  BRDs 
certified  at  the  time  under  other 
certification  criteria  to  be  certified  for 
use  in  the  eastern  Gulf.  The  intent  was 
to  provide  maximum  flexibility  to  the 
shrimp  industry  to  use  a  BRD  most 
appropriate  for  the  fishing  conditions 
and  fishing  activities  conducted  in  the 
eastern  Gulf.  Subsequently,  the  South 
Atlantic  Fishery  Management  Council 
revised  their  certification  criterion  to 
reflect  this  general  finfish  reduction 
criterion,  again  noting  all  BRDs  certified 
for  use  in  the  South  Atlantic,  because  of 
their  ability  to  reduce  weakfish  and 
Spanish  mackerel,  also  met  this  general 
finfish  criterion. 

Comment  3:  There  was  a  basis  for 
establishing  a  74-percent  bycatch 
mortality  reduction  target  for  red 
snapper  as  part  of  joint  Amendment  27 
to  the  Reef  Fish  FMP  and  Amendment 
14  to  the  Shrimp  FMP  (Amendment  27/ 
14).  Currently,  the  shrimp  fishery  is 
meeting  the  74-percent  target  with  or 
without  BRDs.  It  is  clear  BRDs  are  not 
an  effective  tool  for  reducing  red 
snapper  or  rebuilding  the  stock.  In 
addition,  other  factors  such  as  natural 
mortality  may  play  a  bigger  role  in  red 
snapper  health  than  previously  thought. 
Current  research  has  not  been  able  to 
document  the  expected  inverse 
relationship  between  juvenile  red 
snapper  abundance  and  shrimp  effort. 
Finally,  the  increased  survivorship  of 
predatory  fish  may  be  impacting  red 
snapper  and  shrimp.  The  costs  and 
benefits  of  reducing  bycatch  should  be 
considered  in  a  broad  ecosystem 
context. 

Response:  As  noted  in  the  previous 
response,  the  scope  of  this  rulemaking 
is  to  decertify  those  BRDs  that  do  not 
exclude  30  percent  of  the  finfish 
bycatch,  by  weight,  captured  during 
trawling  operations.  Although  BRDs  do 
contribute  to  an  overall  reduction  in 
fishing  mortality  of  red  snapper,  and 
other  managed  and  non-managed  finfish 
species,  there  are  no  species-specific 
reduction  criteria  associated  with  the' 
certification  and  decertification  of 
BRDs.  However,  Amendment  27/14 
notes  that  a  30-percent  reduction  in 
finfish  roughly  corresponds  to  a  20-25- 
percent  reduction  in  the  catch  rate  of 
red  snapper.  With  the  implementation 
of  actions  in  Amendment  27/14,  the 
Council  and  NMFS  have  taken  a 
different  approach  to  achieve  reductions 
in  red  snapper  fishing  mortality  from 
shrimp  trawls  through  the  use  of 
specific  time-area  closures,  as  necessary. 
NMFS  is  aware  of  as  yet  unpublished 
studies  on  red  snapper  natural 


mortality;  these  studies  will  be 
evaluated  and  considered  in  the  next 
red  snapper  stock  assessment,  which  is 
currently  scheduled  for  2010. 

Amendments  9,  10,  and  14  to  the  Gulf 
Council’s  Shrimp  FMP  and  Amendment 
6  to  the  South  Atlantic  Council’s 
Shrimp  FMP  recognized  the  changes 
that  might  occur  at  an  ecosystem  level 
as  finfish  bycatch  and  bycatch  mortality 
were  reduced.  Increased  predation  on 
shrimp  could  reduce  shrimp  biomass  by 
6-8  percent,  but  any  negative  effects  of 
increased  predation  would  be  masked 
by  the  large  annual  fluctuations  in 
recruitment  and  landings.  Even  with  the 
substantial  reductions  in  overall  shrimp 
effort  in  the  Gulf,  catch  rates  have 
increased  substantially  since  2003, 
resulting  in  total  landings  at  levels 
comparable  to  previous  high-effort 
years.  At  this  point,  it  would  not  appear 
there  have  been  more  than  minimal 
changes  in  overall  shrimp  biomass. 

Comment  4:  The  condition  of  the 
fishery  is  worse  than  when  the  bycatch 
practicability  analysis  was  performed 
for  Amendment  27/14,  and  is  not 
expected  to  improve  in  the  near  future. 
The  analysis  should  be  redone  under 
today’s  conditions.  Because  of  the 
worsening  economic  conditions  in  the 
shrimp  fishery,  the  cost  in  shrimp  loss 
from  new  BRDs,  and  the  purchase  and 
installation  costs  is  an  impact  that 
cannot  be  absorbed. 

Response:  Economic  conditions  in  the 
Gulf  shrimp  fishery  have  worsened 
since  the  time  period  considered  in 
Amendment  27/14  and  remain  very 
poor,  primarily  because  of  low  shrimp 
prices  and  rising  fuel  costs.  Amendment 
27/14  analyzed  trends  in  the  economic 
status  of  the  Gulf  shrimp  fishery 
through  2005,  which  indicated  the 
average  Gulf  shrimp  vessel  was 
experiencing  a  significant  economic  loss 
in  2002  and  that  such  losses  had  likely 
continued  through  2005. 

The  Regulatory  Impact  Review  (RIR) 
for  this  rulemaking  updated  the  analysis 
using  all  available  data,  including 
information  regarding  permitted  vessels’ 
operations  in  2006  and  certain 
preliminary  data  for  2007.  Based  on  the 
updated  analysis,  NMFS  agrees  that 
economic  conditions  in  the  Gulf  shrimp 
fishery  have  likely  worsened  and 
remain  poor.  Further,  NMFS  does  not 
expect  significant  improvement  in 
economic  conditions  or  increases  in 
effort  in  the  foreseeable  future.  More 
detailed  information  regarding  the 
updated  analysis  and  response  to  the 
above  comment  is  contained  in  the 
FRFA  classification  summary  of  this 
rule. 


Classification 

The  Administrator,  Southeast  Region, 
NMFS,  determined  that  this  rule  is 
necessary  for  the  conservation  and 
management  of  the  shrimp  fishery  in  the 
Gulf  of  Mexico  and  is  consistent  with 
the  Magnuson-Stevens  Act  and  other 
applicable  laws. 

This  final  rule  has  been  determined  to 
be  significant  for  purposes  of  Executive 
Order  12866. 

A  FRFA  was  prepared  in  support  of 
this  final  rule.  The  FRFA  incorporates 
the  IRFA,  a  summary  of  the  significant  * 
economic  issues  raised  by  public 
comments,  NMFS  responses  to  those 
comments,  and  a  summary  of  the 
analysis  completed  to  support  the 
action.  A  copy  of  this  analysis  is 
available  from  NMFS  (see  ADDRESSES). 

A  summary  of  the  FRFA  follows. 

This  final  rule  will  revise  the  list  of 
allowable  BRDs  used  in  the  Gulf  shrimp 
fishery.  Specifically,  NMFS  is 
decertifying  the  expanded  mesh  BRD, 
the  “Gulf  fisheye”  BRD,  and  the 
“fisheye’’  BRD,  as  currently  specified, 
for  use  in  the  Gulf  shrimp  fishery.  The 
“fisheye”  BRD  with  a  new,  more 
restrictive  specification  will  be  certified 
for  use  in  the  Gulf.  The  allowable 
placement  of  the  “fisheye”  BRD  will  be 
restricted  to  no  further  forward  than  9 
ft  (2.7  m)  from  the  cod  end  tie-off  rings. 

The  purpose  of  this  final  rule  is  to 
further  reduce  total  finfish  bycatch  in 
the  Gulf  shrimp  fishery  to  better  address 
the  requirements  of  national  standard  9. 

Four  comments  were  made  by  the 
public  in  response  to  the  proposed  rule; 
one  stated  general  support  for  the 
proposed  action,  two  expressed  general 
opposition  to  the  rule,  and  one  outlined 
detailed  issues.  Four  issues  associated 
with  the  economic  analysis  were  raised 
through  public  comment  on  the 
proposed  rule.  A  summary  of  all 
comments  is  provided  in  the  previous 
section  of  this  preamble;  NMFS’s 
responses  to  the  issues  raised  on  the 
economic  analysis  are  discussed  further 
below.  No  changes  were  made  in  the 
final  rule  as  a  result  of  these  comments. 

The  first  issue  raised  on  the  economic 
analysis  is  that  economic  conditions  in 
the  Gulf  shrimp  fishery  have  worsened 
since  the  time  period  considered  in  the 
Final  Environmental  Impact  Statement 
(FEIS)  for  Amendment  27/14  and 
remain  very  poor.  The  FEIS  for 
Amendment  27/14  analyzed  trends  in 
the  economic  status  of  the  Gulf  shrimp 
fishery  through  2005.  According  to 
projections  available  at  the  time,  the 
FEIS  for  Amendment  27/14  indicated 
that  the  average  Gulf  shrimp  vessel  was 
experiencing  an  economic  loss  in  2002 
and  that  such  losses  had  likely 
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continued  through  2005.  The  RIR  for 
this  rule  updated  this  analysis  by  using 
all  available  data,  including  information 
regarding  permitted  vessels’  operations 
in  2006  and  certain  preliminary  data  for 
2007.  This  information  indicated  that, 
in  2006,  average  total  revenue  per 
permitted  vessel  increased  even  though 
shrimp  prices  fell.  The  combination  of 
above  average  abundance  and  reduced 
vessel  participation  and,  therefore, 
effort,  led  to  an  increase  in  catch  per 
unit  of  effort  and,  thus,  an  increase  in 
landings  and  revenue  per  vessel, 
t  However,  diesel  fuel  prices  also 
increased  significantly,  by  nearly  16 
percent,  in  2006.  Therefore,  the  updated 
analysis  concluded  it  is  highly  likely 
that  the  average  permitted  vessel  was 
operating  at  an  economic  loss  in  2006. 
This  conclusion  is  supported  by  the  fact 
that  the  actual  decline  in  effort  between 
2002  and  2006  was  greater  than 
originally  projected,  reflecting  the  fact 
that  vessels  have  been  exiting  the 
fishery  more  quickly  than  originally 
forecast  which  in  turn  is  most  likely  due 
to  worsening  economic  conditions. 
Preliminary  data  indicate  that  vessel 
participation,  effort,  abundance, 
landings,  and,  to  a  lesser  extent,  catch 
per  unit  of  effort  likely  decreased  in 
2007.  Although  the  preliminary  data 
indicates  that  shrimp  prices  increased 
slightly  in  2007,  diesel  fuel  prices 
apparently  increased  at  a  faster  rate  and, 
thus,  it  is  highly  likely  that  the  average 
permitted  vessel  was  operating  at  an 
economic  loss  in  2007  as  well. 
Therefore,  NMFS  agrees  that  economic 
conditions  in  the  Gulf  shrimp  fishery 
have  likely  worsened  and  remain  very 
poor. 

The  second  issue  raised  on  the 
economic  analysis  is  that  the  economics 
of  the  Gulf  shrimp  fishery  have  been 
worsening  primarily  due  to  declines  in 
shrimp  prices  and  increases  in  fuel 
costs.  The  RIR  for  this  rule  states  that,, 
on  average.  Gulf  shrimp  prices 
decreased  by  approximately  50  percent 
between  2002  and  2006  in  nominal 
terms.  Adjusting  for  inflation,  the  price 
decrease  in  real  terms  was  58  percent. 
Preliminary  data  indicated  that  shrimp 
prices  increased  slightly  in  2007, 
particularly  for  large  shrimp.  The  RIR 
also  states  that  the  price  of  diesel  fuel 
increased  by  nearly  138  percent 
between  2002  and  2006  and  that, 
according  to  preliminary  data,  diesel 
fuel  prices  increased  by  an  additional  7 
percent  in  2007.  Such  increases  in  fuel 
prices  have  led  to  comparable  increases 
in  the  fuel  expenses  associated  with 
operating  a  Gulf  shrimp  vessel. 
Therefore,  NMFS  agrees  that  the 
combination  of  lower  shrimp  prices  and 


higher  fuel  costs  has  led  to  deteriorating 
economic  conditions  in  the  Gulf  shrimp 
fishery  over  the  past  several  years. 

The  third  issue  raised  on  the 
economic  analysis  is  that  economic 
conditions  in  the  shrimp  fishery  are  not 
expected  to  improve  significantly  and, 
as  a  result,  no  significant  increases  in 
shrimp  effort  are  expected  in  the  next 
several  years.  The  RIR  for  this  rule  states 
that,  primarily  as  a  result  of  adverse 
economic  conditions,  participation  in 
the  Gulf  shrimp  fishery  by  permitted 
vessels  continually  declined  between 
2002  and  2006  and,  according  to 
preliminary  data,  participation  likely 
decreased  further  in  2007.  Furthermore, 
the  RIR  states  it  is  reasonable  to 
conclude  that,  not  only  will  effort  and 
vessel  participation  continue  to  decline 
for  the  foreseeable  future,  but  the 
equilibrium  level  of  effort  and  fleet  size 
will  be  lower  than  originally  forecasted, 
and,  thus,  the  reductions  in  effort  and 
fleet  size  at  the  new  equilibrium  will  be 
greater  than  originally  predicted. 
Therefore,  NMFS  agrees  that  economic 
conditions  are  not  expected  to  improve 
significantly  and  significant  increases  in 
shrimp  effort  are  not  expected  in  the 
foreseeable  future. 

The  fourth  issue  on  the  economic 
analysis  dealt  with  the  economic 
impacts  associated  with  the  loss  of 
shrimp  from  and  purchase/installation 
of  new  BRDs  given  the  fishery’s  poor 
economic  condition.  As  previously 
indicated,  the  RIR  for  this  rule  fully 
discusses  the  fishery’s  poor  economic 
condition  and  its  causes.  Regarding  the 
rule’s  economic  impacts,  not  all  of  the 
1,912  vessels  with  Gulf  shrimp 
moratorium  permits  will  be  directly 
affected  by  this  rule.  Approximately  313 
permitted  vessels  will  not  be  directly 
impacted  since  they  are  not  currently 
participating  in  the  fishery.  Further,  478 
vessels  will  not  be  impacted  since, 
based  on  the  best  available  data,  they 
are  currently  using  BRDs  that  will  still 
be  allowable  under  this  rule. 

In  addition,  the  impacts  to  696  other 
vessels,  currently  using  the  “fisheye” 
BRD,  are  expected  to  be  negligible. 
Although  these  vessels  are  expected  to 
switch  to  more  expensive  BRDs,  these 
BRDs  also  have  a  lower  shrimp  loss  on 
average  than  the  BRDs  these  vessels 
currently  use.  Further,  the  adverse 
impacts  arising  from  the  need  to 
purchase  more  expensive  BRDs  would 
be  mitigated  in  the  first  year  by  NMFS’ 
provision  of  one  free  BRD  to  most  of 
these  vessels.  As  a  result,  the  net  effect 
on  these  vessels  is  most  likely  zero  and 
potentially  positive. 

Conversely,  the  analysis 
acknowledges  that  adverse  economic 
impacts  will  be  imposed  on  vessels 


using  the  “Gulf  fisheye”  BRD  and 
particularly  the  expanded  mesh  BRD. 
Specifically,  for  the  414  vessels 
currently  using  the  “Gulf  fisheye”  BRD, 
the  rule  is  expected  to  impose  a  loss 
equal  to  2  percent  of  their  average 
annual  gross  revenue.  NMFS 
acknowledges  that,  under  current 
economic  conditions,  such  losses  could 
cause  some  vessels  to  alter  their  current 
operations  in  an  effort  to  either  reduce 
costs  or  increase  revenues.  Such 
changes  might  include,  but  not  be 
limited  to,  reducing  effort,  the  number 
of  crew,  or  crew  revenue  shares,  or 
switching  to  other  fisheries.  The  impact 
on  most  of  these  vessels  would  be 
mitigated  in  the  first  year  by  NMFS’ 
provision  of  one  free  BRD. 

For  the  11  vessels  currently  using  the 
expanded  mesh  BRD,  a  more  substantial 
loss  is  expected.  NMFS  acknowledges 
that  this  loss  is  expected  to  create 
additional  operational  changes  since 
these  losses  are  likely  not  sustainable. 

Based  on  the  above  discussions, 

NMFS  believes  that  it  has  fully 
accounted  for  all  of  the  economic 
impacts  arising  from  this  rule  given  the 
prevailing  poor  economic  conditions  in 
the  fishery. 

,  As  of  March  26,  2007,  a  Federal  Gulf 
shrimp  moratorium  permit  is  required 
to  fish  for  shrimp  in  the  Gulf  EEZ.  At 
the  time  the  analysis  for  this  rule  was 
conducted,  the  number  of  vessels 
possessing  a  Federal  Gulf  shrimp 
moratorium  permit  was  1,912.  While 
these  totals  have  not  been  updated  for 
this  final  rule,  an  update  would  not  be 
expected  to  substantially  affect  any 
determinations  or  average  expected 
impacts  contained  in  the  original 
analysis.  Also  at  the  time  the  analysis 
for  this  rule  was  conducted,  2005  and 
2006  were  the  most  recent  years  for 
which  complete  and  finalized  landings 
and  revenue  data  for  this  fishery.  In 
developing  the  FRFA,  NMFS  used 
available  preliminary  data  for  2007  to 
supplement  the  2005  and  2006  data. 
Complete  and  finalized  landings  and 
revenue  data  for  2007  are  now  available, 
but  a  review  of  that  information 
indicates  that  it  would  not  substantively 
affect  the  results  of  the  analysis. 
Specifically,  as  expected,  the  number  of 
vessels  participating  in  the  fishery 
decreased  in  2007.  Since  shrimp  prices 
also  increased  slightly,  average  landings 
and  revenue  per  permitted  vessel 
increased  in  2007.  However,  fuel  prices 
also  increased  in  2007  and  at  a  faster 
rate  than  shrimp  prices.  Therefore,  the 
increase  in  vessel  revenue  was  likely 
offset  by  a  similar  increase  in  operating 
expenses  which  in  turn  implies  that  the 
average,  permitted  vessel  participating 
in  the  fishery  was  operating  at  an 
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economic  loss  in  2007  comparable  to 
that  experienced  in  2006. 

Of  the  1,912  vessels  issued 
moratorium  permits,  1,599  vessels  were 
active  in  the  Gulf  food  shrimp  fishery  in 
either  2005  or  2006,  as  demonstrated  by 
recorded  landings  in  the  Gulf  shrimp 
fishery  landings  file  for  the  years  2005 
and  2006.  Between  2003  and  2006, 
participation  in  the  fishery  by  permitted 
vessels  has  continually  declined, 
particularly  in  2006,  and  preliminary 
data  suggest  participation  may  have 
decreased  further  in  2007.  This  trend  is 
expected  to  continue  in  the  foreseeable 
future.  It  is  unknown  whether  the  313 
permitted  vessels  not  active  during  the 
2005  or  2006  seasons  fished  during  the 
2007  season,  so  these  vessels  have  not 
been  included  in  the  analysis  of  directly 
impacted  vessels.  Should  these  313 
vessels  become  active  in  the  future,  they 
could  be  directly  impacted  at  that  time. 

Of  the  1,599  active  permitted  vessels, 
an  estimated  478  vessels  are  presently 
using  BRDs  that  will  still  be  allowable 
under  this  final  rule.  These  vessels  will 
not  be  required  to  switch  to  new  BRDs 
or  change  the  placement  of  their 
“fisheye”  BRD.  The  other  1,121  active 
permitted  vessels  presently  using  BRDs 
that  will  not  be  allowable  under  this 
final  rule  will  have  to  change  the 
location  of  their  current  BRDs  or  switch 
to  other  BRDs.  Thus,  it  is  estimated  that 
1,121  vessels  will  be  directly  impacted 
by  this  final  rule. 

The  average  annual  gross  revenue  per 
active  permitted  vessel  in  2005-2006 
was  approximately  $196,943  (2006 
dollars).  The  maximum  average  annual 
gross  revenue  reported  by  an  active 
permitted  vessel  during  this  period  was 
$965,462.  However,  substantial 
differences  in  average  annual  revenues 
exist  by  vessel  size.  For  the  large  vessel 
group  (60  ft  (18.3  m)  in  length  or 
greater),  the  average  annual  revenue  per 
vessel  was  approximately  $221,017  in 
2005-2006.  For  small  active  permitted 
vessels  (less  than  60  ft  (18.3  m)  in 
length),  the  average  annual  revenue  per 
vessel  was  approximately  $61,267  in 
2005-2006.  The  distribution  of  annual 
revenues  for  small  vessels  is  also 
considerably  more  heterogeneous  than 
for  large  vessels  reflecting  the  fact  that 
the  vast  majority  of  large  vessels  operate 
on  a  full-time  basis  while,  for  small 
vessels,  some  operate  on  a  full-time 
basis  and  others  only  on  a  part-time 
basis. 

On  average,  small  active  permitted 
vessels  are  also  smaller  in  regards  to 
almost  all  of  their  physical  and 
operational  attributes,  such  as  smaller 
crews,  fewer  and  smaller  nets,  and  less 
engine  horsepower  and  fuel  capacity. 
Small  vessels  are  also  older  on  average. 


Almost  all  large  vessels  are  steel-hulled. 
Steel  hulls  are  also  the  most  common 
hull-typje  among  small  vessels,  though 
more  than  50  percent  of  these  vessels 
have  fiberglass  or  wood  hulls.  More 
than  two-thirds  of  the  large  vessels  have 
freezing  capabilities  while  few  small 
vessels  have  such  equipment.  Small 
vessels  still  rely  on  ice  for  refrigeration 
and  storage.  A  few  of  the  small  vessels 
are  so  small  that  they  rely  on  live  wells 
for  storage. 

Both  large  and  small  active  permitted 
Gulf  shrimp  vessels  are  highly 
dependent  on  Gulf  food  shrimp 
landings  and  revenues.  In  2005-2006, 
the  percentage  of  revenues  arising  from 
food  shrimp  landings  was  nearly  99 
percent  for  large  vessels  and 
approximately  94  percent  for  small 
vessels. 

Finally,  according  to  previous 
projections,  on  average,  both  small  and 
large  Gulf  shrimp  vessels  were 
experiencing  significant  economic 
losses,  ranging  from  a  -27  percent  rate 
of  return  (net  revenues/gross  revenues) 
in  the  small  vessel  sector  to  a  -36 
percent  rate  of  return  in  the  large  vessel 
sector  (-33  percent  on  average  for  the 
fishery  as  a  whole).  Although  more 
current  estimates  are  not  available, 
preliminary  results  from  a  survey  of 
permitted  vessels  indicate  that  the 
average  active  permitted  Gulf  shrimp 
vessel,  whether  large  or  small,  was  still 
operating  at  an  economic  loss  in  2006. 
Therefore,  any  additional  financial 
burden  could  hasten  additional  exit 
from  the  fishery. 

The  Small  Business  Administration 
defines  a  small  business  in  the 
commercial  fishing  industry  as  an  entity 
that  is  independently  owned  and 
operated,  is  not  dominant  in  its  field  of 
operation  (including  its  affiliates),  and 
has  combined  annual  receipts  not  in 
excess  of  $4.0  million  annually  (NAICS 
codes  114111  and  114112,  finfish  and 
shellfish  fishing).  Based  on  the  average 
annual  revenues  for  the  fishery 
provided  above,  all  shrimp  vessels 
expected  to  be  directly  impacted  by  this 
final  rule  are  determined,  for  the 
purpose  of  this  analysis,  to  be  small 
entities.  As  explained  above,  this  final 
rule  is  expected  to  directly  affect  the 
1,121  active  permitted  vessels  that  are 
not  equipped  with  BRDs  that  will  be 
allowed  under  this  final  rule,  or  59 
percent  of  all  permitted  vessels  an|i  70 
percent  of  active  permitted  vessels. 
Thus,  NMFS  determines  that  this  rule 
will  affect  a  substantial  number  of  small 
entities. 

Adverse  direct  effects  expected  as  a 
result  of  this  final  rule  will  only  accrue 
to  certain  vessels  in  the  Gulf  FEZ 
commercial  shrimp  fishery.  The  extent 


to  which  particular  small  entities’ 
profits  will  be  reduced  by  the  proposed 
action  is  critically  dependent  on 
whether  the  1,121  potentially  impacted 
shrimp  vessel  owners  decide  to  employ 
the  predominantly  used  and  produced 
“fisheye”  BRD  in  the  allowable 
position,  which  would  be  the  most 
expedient  option  and  minimize 
immediate  out-of-pocket  expenses,  or 
switch  to  the  modified  Jones-Davis  BRD 
or  the  extended  funnel  BRD  which  have 
a  significantly  lower  average  shrimp 
loss.  Two  other  BRDs  will  be  available, 
specifically  the  Jones-Davis  and 
composite  panel  BRDs.  However,  due  to 
the  lower  average  shrimp  loss  associated 
with  the  extended  funnel  and  modified 
Jones-Davis  BRDs,  and  the  lower  cost  of 
the  modified  Jones-Davis  BRD  relative 
to  the  Jones-Davis  BRD  (but  not  the 
composite  panel  BRD),  the  extended 
funnel  and  modified  Jones-Davis  BRDs 
would  be  economically  preferable. 
Therefore,  this  analysis  assumes  that 
these  will  be  the  BRDs  of  choice. 

Assuming  all  noncompliant  BRDs  will 
be  replaced,  approximately  6,400 
replacement  BRDs  will  be  required 
under  this  final  rule.  NMFS  has 
contracted  for  approximately  1,000  of 
the  economically  preferable  BRDs  to  be 
produced  for  free  distribution  to  vessels 
that  will  be  forced  to  change  their 
current  BRDs  as  a  result  of  this  final 
rule.  It  is  expected  that  one  free  BRD 
will  be  provided  to  each  vessel  to 
ensure  that  the  benefits  will  be  widely 
distributed.  Because  there  are  many 
more  large  vessels  than  small  vessels, 
and  the  small  vessels  that  will 
potentially  need  to  switch  to  new  BRDs 
will  likely  only  need  to  purchase  three 
BRDs,  as  compared  to  six  BRDs  for  large 
vessels,  it  is  assumed  for  purposes  of 
this  analysis  that  the  free  BRDs  will  be 
provided  only  to  large  vessels.  , 

This  analysis  considers  that  the 
shrimp  industry  will  have 
approximately  six  months  after 
publication  of  the  final  rule  to  meet  the 
compliance  requirements  of  the  rule. 
This  should  allow  net  shops  sufficient 
time  to  produce  the  remaining  5,400 
BRDs  which  are  expected  to  be  needed 
in  the  shrimp  industry. 

The  delayed  effective  date  of  this  final 
rule  will  help  ensure  the  new 
requirement  occurs  during  the  off¬ 
season,  which  will  allow  vessel  captains 
additional  time  to  determine  the  best 
BRD  to  use  and  the  best  methods  to  use 
their  new  BRDs  according  to  their 
particular  vessel’s  operations  prior  to 
the  peak  summer  season.  Thus,  while  it 
may  take  time  for  vessel  captains  to 
learn  how  to  re-configure  their  gear  so 
that  the  gear  and  gear  modifications 
(BRDs  and  TEDs)  operate  in  an  optimal 
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manner  with  respect  to  shrimp 
retention,  the  timing  of  this  final  rule 
should  minimize  the  potential  for  any 
initial  higher  than  expected  shrimp 
losses  as  a  result  of  vessel  captains 
moving  up  the  “learning  curve.” 

Therefore,  in  general,  the  actual 
impacts  of  this  final  rule  are  expected  to 
be  approximated  by  the  impacts 
associated  with  use  of  the  extended 
funnel  or  modified  Jones-Davis  BRDs. 
This  general  conclusion  assumes  that 
vessel  owners  will  make  prudent  use  of 
the  time  they  are  given  to  test  the  gear 
and  that  the  relatively  high  average 
shrimp  loss  associated  with  the 
“fisheye”  BRD  in  the  allowable  position 
will  provide  sufficient  economic 
incentive  to  switch  to  a  different  BRD  as 
soon  as  possible. 

Regardless  of  the  new  BRD  adopted, 
the  estimated  ten  large  .vessels  and  one 
small  vessel  currently  using  the 
expanded  mesh  BRD  are  expected  to 
experience  a  substantial  economic  loss 
as  a  result  of  this  final  rule.  Even  if  these 
vessels  switch  to  the  extended  funnel 
BRD  or  modified  Jones-Davis  BRD,  these 
vessels  are  projected  to  experience  an 
estimated  annual  loss  of  approximately 
$17,000  per  vessel,  or  approximately  8 
percent  of  their  average  annual  gross 
revenues,  as  a  result  of  higher  costs 
associated  with  these  relatively  more 
expensive  new  BRDs  and  reduced 
revenues  resulting  from  their  higher 
average  shrimp  loss  relative  to  the 
expanded  mesh  BRD.  This  loss  is 
expected  to  be  sufficient  to  cause 
additional  operational  changes,  since 
the  losses  would  not  likely  be 
sustainable. 

For  the  estimated  70  small  and  626 
large  vessels  currently  using  the 
“fisheye”  BRD  in  the  9-(2.7-m)  to  li¬ 
ft  (3.4-m)  position,  the  expected 
impacts  of  this  final  rule  are 
considerably  less  burdensome,  despite  ■ 
the  increased  operating  costs  due  to  the 
higher  costs  of  the  new  BRDs,  and 
potentially  even  beneficial.  Specifically, 
for  the  70  small  vessels,  a  switch  to  the 
extended  funnel  BRD  is  projected  to 
lead  to  slightly  higher  annual  revenues, 
approximately  $200,  or  0.3  percent  of 
their  average  annual  gross  revenues, 
because  of  the  lower  average  shrimp 
loss  from  these  alternative  BRDs.  A 
switch  to  the  modified  Jones-Davis  BRD 
is  projected  to  result  in  a  slight  annual 
loss  of  $400,  or  0.6  percent  of  their 
average  annual  gross  revenues.  The 
effects  of  either  switch  would  likely  be 
imperceptible  and,  therefore,  are 
expected  to  cause  no  change  in  these 
vessels’  fishing  operations. 

For  the  626  Targe  vessels,  a  switch  to 
the  extended  funnel  BRD  is  projected  to 
result  in  an  annual  gain  of 


approximately  $2,000,  or  approximately 

1  percent  of  average  annual  revenues, 
again  due  to  the  higher  average  shrimp 
retention.  Under  a  switch  to  the 
modified  Jones-Davis  BRD,  the  higher' 
costs  associated  with  purchasing  this 
more  expensive  BRD  are  approximately 
equivalent  to  the  increase  in  revenues 
resulting  from  its  relatively  lower 
average  shrimp  loss,  thus  resulting  in  no 
net  change.  As  with  ^he  small  vessels, 
all  impacts  would  be  expected  to  be 
imperceptible  and  cause  no  change  in 
these  vessels’  fishing  operations. 
Additionally,  any  potential  adverse 
impacts  in  the  first  year  should  be 
mitigated  by  the  provision  of  the  one 
fi-ee  BRD. 

The  estimated  27  small  and  387  large 
vessels  currently  using  the  “Gulf 
fisheye”  BRD  are  projected  to 
experience  greater  losses  than  the 
vessels  currently  using  the  “fisheye” 
BRD  in  the  9-(2.7-m)  to  11-ft  (3.4-mJ 
position.  Specifically,  for  the  27  small 
vessels,  a  switch  to  the  extended  funnel 
BRD  or  modified  Jones-Davis  BRD  is 
projected  to  result  in  an  estimated 
annual  loss  of  approximately  $1,400,  or 
approximately  2  percent  of  the  vessel’s 
average  annual  gross  revenues.  This  loss 
will  result  from  both  an  increase  in 
operating  costs,  as  these  BRDs  are 
relatively  more  expensive,  and  a 
decrease  in  annual  revenues,  since  they 
also  have  a  slightly  higher  average 
shrimp  loss.  For  the  387  large  vessels, 
a  switch  to  the  extended  funnel  BRD  or 
modified  Jones-Davis  BRD  is  projected 
to  result  in  an  estimated  annual  loss  of 
approximately  $4,000,  or  approximately 

2  percent  of  the  vessel’s  average  annual 
gross  revenues.  Again,  this  loss  will  be 
due  to  both  an  increase  in  operating 
costs  and  higher  average  shrimp  loss. 
Under  current  economic  conditions, 
such  losses  to  both  the  small  and  large 
vessels  could  cause  some  vessels  to  alter 
their  current  operations  in  an  effort  to 
either  reduce  costs  or  increase  revenues. 
Such  changes  might  include,  but  not  be 
limited  to,  reducing  effort,  the  number 
of  crew,  or  crew  revenue  shares,  or 
switching  to  other  fisheries.  The 
impacts  on  the  large  vessels  will  be 
slightly  mitigated  in  the  first  year  by  the 
provision  of  the  one  free  BRD. 

In  previous  rulemaking  (73  FR  8219, 
February  13,  2008)  to  revise  the  bycatch 
reduction  criterion,  NMFS  considered  a 
numljer  of  alternatives.  For  purposes  of 
this  rulemaking,  however,  given  the 
bycatch  reduction  criterion  established 
in  that  previous  rulemaking,  the  only 
alternative  considered  to  this  final  rule 
was  the  status  quo,  or  no  action.  Since 
the  status  quo  would  not  change  the 
existing  list  of  allowable  BRDs  in  the 
Gulf  shrimp  fishery,  there  would  be  no 


new  impacts  associated  with  this  action. 
However,  new  information  collected 
between  2001  and  2003  indicated  that 
the  expanded  mesh  BRD,  the  “Gulf 
fisheye”  BRD,  and  the  “fisheye”  BRD  in 
its  standard  configuration,  as  used  in 
the  Gulf  shrimp  fishery,  do  not  meet  the 
30-percent  finfish  reduction  criterion. 
According  to  NMFS’  Southeast  Fisheries 
Science  Center  (SEFSC)  estimates,  the 
fisheye  device  in  its  most  common 
configurations  achieves  between  a  14- 
and  23-percent  reduction  in  finfish 
bycatch  by  weight,  and  the  expanded 
mesh  BRD  achieves  a  17-percent 
reduction  in  finfish  bycatch  by  weight. 

Allowing  for  the  provisional 
certification  of  BRDs  achieving  a  25- 
percent  reduction  in  finfish  bycatch  by 
weight,  which  has  been  established  via 
previous  rulemaking  (73  FR  8219, 
February  13,  2008),  could  significantly 
reduce  the  potential  adverse  economic 
impacts  of  this  final  rule  on  small 
entities  since  it  will  allow  for  the 
temporary  certification  of  the  extended 
funnel  B^  in  the  western  Gulf. 

Relative  to  the  other  BRDs  that  meet  the 
30-percent  finfish  reduction  criterion, 
the  extended  funnel  BRD’s  average 
shrimp  loss  is  considerably  lower  and, 
thus,  so  are  the  economic  impacts 
potentially  resulting  firom  this  final  rule 
if  shrimp  vessel  owners  switch  to  this 
particular  BRD.  The  6  months  vessel 
owners  will  be  given  should  be 
sufficient  to  allow  them  to  switch  to  this 
BRD  or  the  modified  Jones-Davis  BRD, 
which  will  mitigate  any  adverse 
economic  impacts  from  the  final  rule. 
Additional  mitigation  in  the  first  year 
will  accrue  due  to  the  distribution  of  the 
1,000  free  BRDs. 

List  of  Subjects  in  50  CFR  Part  622 

Fisheries,  Fishing,  Puerto  Rico, 
Reporting  and  recordkeeping 
requirements.  Virgin  Islands,, 

Dated:  November  12,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  For 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

■  For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  622  is  amended 
as  follows: 

PART  622— FISHERIES  OF  THE 
CARIBBEAN,  GULF,  AND  SOUTH 
ATLANTIC 

1.  The  authority  citation  for  part  622 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1801  et  seq. 
m  2.  In  §622.4,  paragraphs  (h)(l)(i) 
through  (h)(l)(iv)  are  removed,  and  the 
first  sentence  of  paragraph  (a)(2)(v)  is 
revised  to  read  as  follows: 
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§622.4  Permits  and  fees. 

(a)  *  *  * 

(2)  *  *  * 

(v)  Gulf  reef  fish.  For  a  person  aboard 
a  vessel  to  be  eligible  for  exemption 
from  the  bag  limits,  to  fish  under  a 
quota,  as  specified  in  §  622.42(a)(1),  or 
to  sell  Gulf  reef  fish  in  or  from  the  Gulf 
EEZ,  a  commercial  vessel  permit  for 
Gulf  reef  fish  must  have  been  issued  to 
the  vessel  and  must  be  on  board.  *  *  * 
***** 

§  622.16  [Amended] 

3.  In  §  622.16,  paragraph  (b)(2)(iv)  is 
removed. 

■  4.  In  §  622.33,  paragraph  (a)(2)(ii)(A) 
is  revised  to  read  as  follows; 

§622.33  Caribbean  EEZ  seasonal  and/or 
area  closures. 

(a)  *  *  * 

(2)  *  *  * 

(ii)*  *  * 

(A)  Bajo  de  Cico. 


Point  A 

North  lat. 

West 

long. 

A 

18°15.7' 

67=26.4' 

B 

18°15.7' 

67=23.2' 

c 

18°12.r 

67=23.4' 

D 

18°12.r 

67=26.4' 

A 

18°15.7' 

67=26.4' 

***** 


■  5.  In  §  622.38,  the  second  sentence  of 
paragraph  (d)(1)  is  revised  to  read  as 
follows: 

§622.38  Landing  fish  intact. 
***** 

(d)  *  *  * 

(1)  *  *  *  See  §622.31(n)  regarding  a 
prohibition  on  the  use  of  Gulf  reef  fish 
as  bait.  *  *  * 

***** 

■  6.  In  §  622.41,  paragraphs 
(g)(3)(i)(A),(B),  and  (E)  are  revised  to 
read  as  follows: 

§622.41  Species  specific  limitations. 
***** 

(g)  *  *  * 

(3)  *  *  * 

(i)  *  *  * 

(A)  Fisheye — see  Appendix  D  to  part 
622  for  separate  specifications  in  the 
Gulf  and  South  Atlantic  EEZ. 

(B)  Gulf  fisheye — South  Atlantic  EEZ 
only. 

***** 

(E)  Expanded  mesh — South  Atlantic 
EEZ  only. 

***** 

■  7.  In  Appendix  D  to  part  622,  sections 
C  and  D  are  revised  to  read  as  follows; 


APPENDIX  D  TO  PART  622— 
SPECIFICATIONS  FOR  CERTIFIED 
BRDS 

***** 

C.  Fisheye. 

1.  Description.  The  fisheye  BRD  is  a 
cone-shaped  rigid  frame  constructed 
from  aluminum  or  steel  rod  of  at  least 
1/4  inch  (6.35-mm)  diameter,  which  is 
inserted  into  the  cod  end  to  form  an 
escape  opening. 

2.  Minimum  Construction  and 
Installation  Requirements.  The  fisheye 
has  a  minimum  escape  opening 
dimension  of  5  inches  (12.7  cm)  and  a 
minimum  total  escape  opening  area  of 
36  in2  (91.4  cm^).  When  the  fisheye  BRD 
is  installed,  no  part  of  the  lazy  line 
attachment  system  (i.e.,  any  mechanism, 
such  as  elephant  ears  or  choker  straps,  ' 
used  to  attach  the  lazy  line  to  the  cod 
end)  may  overlap  the  fisheye  escape 
opening  when  the  fisheye  is  installed  aft 
of  the  attachment  point  of  the  cod  end 
retrieval  system. 

(a)  In  the  Gulf  EEZ,  the  fisheye  BRD 
must  be  installed  at  the  top  center  of  the 
cod  end  of  the  trawl  to  create  an 
opening  in  the  trawl  facing  in  the 
direction  of  the  mouth  of  the  trawl  no 
further  forward  than  9  ft  (2.7  m)  from 
the  cod  end  drawstring  (tie-off  rings). 

(b)  In  the  South  Atlantic  EEZ,  the 
fisheye  BRD  must  be  installed  at  the  top 
center  of  the  cod  end  of  the  trawl  to 
create  an  escape  opening  in  the  trawl 
facing  the  direction  of  the  mouth  of  the 
trawl  no  further  forward  than  lift  (3.4 
m)  from  the  cod  end  tie-off  rings. 

D.  Gulf  fisheye. 

1.  Description.  The  Gulf  fisheye  is  a 
cone-shaped  rigid  frame  constructed 
ft-om  aluminum  or  steel  rod  of  at  least 
V4  inch  (6.35-mm)  diameter,  which  is 
inserted  into  the  top  center  of  the  cod 
end,  and  is  offset  not  more  than  15 
meshes  perpendicular  to  the  top  center 
of  the  cod  end  to  form  an  escape 
opening. 

2.  Minimum  Construction  and 
Installation  Requirements.  The  Gulf 
fisheye  has  a  minimum  escape  opening 
dimension  of  5  inches  (12.7  cm)  and  a 
minimum  total  escape  opening  area  of 
36  in2  (91.4  cm^).  To  be  used  in  the 
South  Atlantic  EEZ,  the  Gulf  fisheye 
BRD  must  be  installed  in  the  cod  end  of 
the  trawl  to  create  an  escape  opening  in 
the  trawl,  facing  in  the  direction  of  the 
mouth  of  the  trawl,  no  less  than  8.5  ft 
(2.59  m)  and  no  further  forward  than 
12.5  ft  (3.81  m)  from  the  cod  end  tie-off 
rings,  and  may  be  offset  no  more  than 
15  meshes  perpendicular  to  the  top 
center  of  the  cod  end.  When  the  Gulf 
fisheye  BRD  is  installed,  no  part  of  the 
lazy  line  attachment  system  (i.e.,  any 
mechanism,  such  as  elephant  ears  or 


choker  straps,  used  to  attach  the  lazy 
line  to  the  cod  end)  may  overlap  the 
fisheye  escape  opening  when  the 
fisheye  is  installed  aft  of  the  attachment  • 
point  of  the  cod  end  retrieval  system. 
***** 

8.  In  addition  to  the  amendments 
above,  in  50  CFR  part  622,  remove  the 
word  “codend,”  wherever  it  occurs,  and 
add  in  its  place  the  words  “cod  end”. 

[FR  Doc.  E8-27351  Filed  11-17-08;  8:45  am) 
BILUNG  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  635 
RIN  0648-XL77 

Atlantic  Highly  Migratory  Species; 
inseason  Action  to  Close  the 
Commercial  Porbeagle  Shark  Fishery 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Fishery  closures. 

SUMMARY:  NMFS  is  closing  the 
commercial  fishery  for  porbeagle  sharks 
in  the  Atlantic  Ocean  and  Gulf  of 
Mexico.  This  action  is  necessary 
because  the  porbeagle  shark  quotas  for 
the  2008  fishing  season  have  reached  or 
are  projected  to  have  reached  at  least  80 
percent  of  the  available  quota. 

DATES:  The  commercial  porbeagle  shark 
fishery  is  closed  effective  11:30  p.m. 
local  time  November  18,  2008  until 
NMFS  announces  via  a  notice  in  the 
Federal  Register  that  additional  quota  is 
available. 

FOR  FURTHER  INFORMATION  CONTACT: 

Karyl  Brewster-Geisz,  301-713-2347; 
fax  301-713-1917. 

SUPPLEMENTARY  INFORMATION:  The 
Atlantic  shark  fisheries  are  managed 
under  the  Consolidated  Atlantic  Highly 
Migratory  Species  (HMS)  Fishery 
Management  Plan  (FMP)  and  its 
implementing  regulations  found  at  50 
CFR  part  635  issued  under  authority  of 
the  Magnuson-Stevens  Fishery 
Conservation  and  Management  Act  (16 
U.S.C.  1801  etseq.). 

Under  635.5(b)(1),  shark  dealers  are 
required  to  report  every  two  weeks. 
Dealer  reports  for  fish  received  between 
the  and  15*^  of  any  month  must  be 
received  by  NMFS  by  the  25**>  of  that 
month.  Dealer  reports  for  fish  received 
between  the  16'*'  and  the  end  of  any 
month  must  be  received  by  NMFS  by 
the  10**’  of  the  following  month.  Under 
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50  CFR  635.28(bK2),  when  NMFS 
projects  that  fishing  season  landings  for 
a  specific  shark  quota  have  reached  or 
*are  about  to  reach  80  percent  of  the 
available  quota,  NMFS  will  file  for 
publication  with  the  Office  of  the 
Federal  Register  a  notice  of  closure  for 
that  shark  species  group  that  will  be 
effective  no  fewer  than  5  days  from  the 
date  of  filing.  From  the  effective  date 
and  time  of  the  closure  until  NMFS 
announces,  via  a  notice  in  the  Federal 
Register,  that  additional  quota  is 
available  and  the  season  is  reopened, 
the  fishery  for  that  specific  quota  is 
closed,  even  across  fishing  years. 

On  June  24,  2008  (73  FR  35778; 
corrected  July  15,  2008,  73  FR  46058), 
NMFS  announced  that  the  porbeagle 
quota  for  the  2008  fishing  year  would  be 
1.7  metric  tons  (mt)  dressed  weight  (dw) 
(3,748  lbs  dw).  In  the  September  23, 
2008,  landings  update,  sharks  reported 
as  unknowns  were  apportioned  to 
species  or  species  groups  using  observer 
data  by  number  rather  than  weight.  This 
method  was  originally  used  because  it 
follows  the  procedures  used  in  the  stock 
assessment.  However,  while  the  stock 
assessment  is  done  in  number  of  sharks, 
quota  monitoring  is  done  by  weight.  As 
such,  for  this  and  all  future  updates, 
sharks  reported  as  unknowns  will  be 
apportioned  to  species  or  species  groups 
by  weight.  Thus,  landings  for  some 
groups  may  differ  from  previous 
landings  updates.  Additionally,  NMFS 
worked  with  the  State  of  North  Carolina 
to  try  to  determine  the  amount  of  double 
reporting  between  state  and  federal 
landings.  While  doing  this,  NMFS 
discovered  that  many  of  North 
Carolina’s  landings  of  spiny  dogfish 
were  incorrectly  reported  as  unknown 
or  sandbar  sharks.  The  latest  update 
corrects  this  reporting  error.  Dealer 
reports  through  the  October  15,  2008, 
reporting  period  indicated  that  2.0  mt 
dw  or  116.0  percent  of  the  available 
quota  for  porbeagle  sharks  has  been 
taken.  Accordingly,  NMFS  is  closing  the 
commercial  porbeagle  shark  fishery  as 
of  11:30  p.m.  local  time  November  18, 
2008. 

During  the  closure,  retention  of 
porbeagle  sharks  is  prohibited  for 
persons  fishing  aboard  vessels  issued  a 
commercial  shark  limited  access  permit 
under  50  CFR  635.4,  unless  the  vessel 
is  permitted  to  operate  as  a  charter 
vessel  or  headboat  for  HMS  and  is 
engaged  in  a  for-hire  trip,  in  which  case 
the  recreational  retention  limits  for 
sharks  and  no  sale  provisions  may  apply 
(50  CFR  635.22(a)  and  (c)).  The  sale, 
purchase,  trade,  or  barter  or  attempted 
sale,  purchase,  trade,  or  barter  of 
carcasses  and/or  fins  of  porbeagle  sharks 
harvested  by  a  person  aboard  a  vessel 


that  has  been  issued  a  commercial  shark 
limited  access  permit  under  50  CFR 
635.4,  is  prohibited,  except  for  those 
that  were  harvested,  offloaded,  and  sold, 
traded,  or  bartered  prior  to  the  closure, 
and  were  held  in  storage  by  a  dealer  or 
processor. 

Classification 

Pursuant  to  5  U.S.C.  553(b)p),  the 
Assistant  Administrator  for  Fisheries, 
NO  A  A  (AA),  finds  that  providing  for 
prior  notice  and  public  comment  for 
this  action  is  impracticable  and  contrary 
to  the  public  interest  because  the  fishery 
is  currently  underway,  and  any  delay  in 
this  action  would  cause  further 
overharvest  of  the  quota  and  be 
inconsistent  with  management 
requirements  and  objectives.  Similarly, 
affording  prior  notice  and  opportunity 
for  public  comment  on  this  action  is 
contrary  to  the  public  interest  because  if 
the  quota  is  exceeded,  the  affected 
public  is  likely  to  experience  reductions 
in  the  available  quota  and  a  lack  of 
fishing  opportunities  in  future  seasons. 
Thus,  for  these  reasons,  the  AA  also 
finds  good  cause  to  waive  the  30-day 
delay  in  effective  date  pursuant  to  5 
U.S.C.  553  (d)(3).  This  action  is  required 
under  50  CFR  635.28(b)(2)  and  is 
exempt  from  review  under  Executive 
Order  12866. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  November  12,  2008. 

Emily  H.  Menashes,' 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E8-27327  Filed  11-13-08;  4:45  pm) 
BILLING  CODE  3510-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  660 

[Docket  No.  0808051050-81421-02] 

RIN  0648-XJ42 

Fisheries  Off  West  Coast  States; 
Coastal  Pelagic  Species  Fisheries; 
Annual  Specifications 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  rule. 

SUMMARY:  NMFS  issues  this  final  rule  to 
implement  the  annual  harvest  guideline 
(HG)  for  Pacific  mackerel  in  the  U.S. 
exclusive  economic  zone  (EEZ)  off  the 
Pacific  coast  for  the  fishing  season  of 
July  1,  2008,  through  June  30,  2009. 


This  HG  has  been  calculated  according 
to  the  regulations  implementing  the 
Coastal  Pelagic  Species  (CPS)  Fishery 
Management  Plan  (FMP)  and  establishes 
allowable  harvest  levels  for  Pacific 
mackerel  off  the  Pacific  coast.  The  HG 
for  the  2008-2009  fishing  season  is 
40,000  metric  tons  (mt).  If  this  total  is 
reached.  Pacific  mackerel  fishing  will  be 
closed  to  directed  harvest  and  only 
incidental  harvest  will.be  allowed  at  a 
45  percent  by  weight  incidental  catch 
rate  when  landed  with  other  CPS, 
except  that  up  to  one  mt  of  Pacific 
mackerel  can  be  landed  without  landing 
any  other  CPS. 

DATES:  Effective  December  18,  2008 
through  June  30,  2009. 

ADDRESSES:  Copies  of  the  report  Pacific 
Mackerel  (Scomber  japonicus)  Stock 
Assessment  for  U.S.  Management  in  the 
2008-2009  Fishing  Year  may  be 
obtained  from  the  Southwest  Regional 
Office  by  contacting  Rodney  R.  Mclnnis, 
Regional  Administrator,  Southwest 
Region,  NMFS,  501  West  Ocean  Blvd., 
Suite  4200,  Long  Beach,  CA  90802- 
4213. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joshua  Lindsay,  Southwest  Region, 
NMFS,  (562)  980-4034. 

SUPPLEMENTARY  INFORMATION:  The  CPS 
FMP,  which  was  implemented  by 
publication  of  the  final  rule  in  the 
Federal  Register  on  December  15,  1999 
(64  FR  69888),  divides  management  unit 
species  into  two  categories:  actively 
managed  and  monitored.  Harvest 
guidelines  for  actively  managed  species 
(Pacific  sardine  and  Pacific  mackerel) 
are  based  on  formulas  applied  to  current 
biomass  estimates.  Biomass  estimates 
are  not  calculated  for  species  that  are 
only  monitored  (jack  mackerel,  northern 
anchovy,  and  market  squid). 

During  public  meetings  each  year,  the 
biomass  for  each  actively  managed 
species  within  the  CPS  FMP  is 
presented  to  the  Pacific  Fishery 
Management  Council’s  (Council)  Coastal 
Pelagic  Species  Management  Team 
(Team),  the  Council’s  Coastal  Pelagic 
Species  Advisory  Subpanel  (Subpanel) 
and  the  CPS  Subcommitee  of  the 
Scientific  and  Statistical  Committee 
(SSC).  At  that  time,  the  biomass,  the 
acceptable  biological  catch  (ABC)  and 
the  status  of  the  fisheries  are  reviewed 
and  discussed.  This  information  is  then 
presented  to  the  Council  along  with  HG 
recommendations  and  comments  from 
the  Team  and  Subpanel.  Following 
review  by  the  Council  and  after  hearing 
public  comments,  the  Council  makes  its 
HG  recommendation  to  NMFS. 

,  For  the  2008-2009  Pacific  mackerel 
management  season  an  updated 
assessment  for  Pacific  mackerel  was 
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conducted  and  then  reviewed  by  the 
SSC  CPS  Subcommittee,  the  Team  and 
the  Subpanel  during  a  series  of  meetings 
May  13-15,  2008,  in  Long  Beach, 
^California.  During  these  meetings  the 
current  stock  assessment  for  Pacific 
mackerel,  which  included  a  preliminary 
biomass  estimate  and  ABC,  were 
presented  and  reviewed  in  accordance 
with  the  procedures  of  the  FMP.  Based 
on  a  total  stock  biomass  estimate  of 
264,732  mt  the  harvest  control  rule  in 
the  CPS  FMP  produces  an  ABC  of 
51,772  mt  for  the  2008-2009 
management  season. 

In  June,  the  Council  held  a  public 
meeting  in  Foster  City,  California, 
during  which  time  the  Council  reviewed 
the  current  stock  assessment,  biomass 
numbers  and  ABC  as  well  as  heard 
statements  from  the  SSC,  Team  and 
Subpanel.  The  SSC  endorsed  the 
assessment  as  the  best  available  science 
for  use  in  management.  Both  the  Team 
and  Subpanel  recommended  setting  the 
2008-2009  HG  below  ABC  and  no 
higher  than  40,000  mt. 

Following  the  SSC,  Team  and 
Subpanel  reports  the  Council  adopted  a 
HG  of  40,000  mt  for  the  2008-2009 
fishing  year.  This  HG  recommendation 
is  the  same  as  the  one  recommended 
and  implemented  by  NMFS  for  the 
2007-2008  fishing  season.  Establishing 
a  HG  for  the  directed  fishery 
substantially  below  the  ABC  was 
recommended  in  response  to 


uncertainty  associated  with  changes  to 
assessment  modeling  parameters  and 
the  estimate  made  in  the  FMP  that  the 
domestic  fishery  appears  to  be  market 
limited  to  roughly  40,000  mt.  The 
Council  also  adopted  the  Subpanel 
recommendation  that  in  the  event  that 
the  40,000  mt  is  attained  by  the  fishery, 
that  Pacific  mackerel  fishing  be  closed 
to  directed  harvest  and  only  incidental 
harvest  be  allowed.  The  proposed 
incidental  fishery  would  be  constrained 
to  a  45  percent  by  weight  incidental 
catch  rate  when  Pacific  mackerel  are 
landed  with  other  CPS,  except  that  up 
to  one  mt  of  Pacific  mackerel  could  be 
landed  per  trip  without  landing  any 
other  CPS. 

The  Council  may  schedule  an  in- 
season  review  of  the  Pacific  mackerel 
fishery  at  the  nearest  appropriate 
Council  meeting,  towards  a  possible 
consideration  of  either  releasing  a 
portion  of  the  incidental  allotment  to 
the  directed  fishery  or  further 
constraining  incidental  landings  to 
ensure  total  harvest  remains  below  the 
ABC. 

A  proposed  rule  was  published  for 
this  action  that  solicited  public 
comments  (73  FR  49156).  No  comments 
were  received. 

Information  on  the  fishery  and  the 
stock  assessment  are  found  in  the  report 
Pacific  mackerel  (Scomber  japonicus) 
Stock  Assessment  for  U.S.  Management 
in  the  2008-09  Fishing  Season  (see 
ADDRESSES). 


Classification 

The  Administrator,  Southwest  Region, 
NMFS,  determined  that  this  final  rule  is 
necessary  for  the  conservation  and 
management  of  the  CPS  fishery  emd  that 
it  is  consistent  with  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act  and  other  applicable 
laws. 

This  final  rule  is  exempt  from  Office 
of  Management  and  Budget  review 
under  Executive  Order  12866. 

The  Chief  Counsel  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  during 
the  proposed  rule  stage  that  this  action 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  The  factual  basis  for  the 
certification  was  published  in  the 
proposed  rule  (73  FR  49156)  and  is  not 
repeated  here. 

No  comments  were  received  regarding 
this  certification.  As  a  result,  a 
regulatory  flexibility  analysis  was  not 
required  and  none  was  prepared. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  November  10,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  For 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

[FR  Doc.  E8-27224  Filed  11-17-08;  8:45  am) 
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Proposed  Rules 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  AGRICULTURE 
Rural  Utilities  Service 

7  CFR  Part  1776 

RIN  0572-AC12 

Amending  the  Household  Water  Well 
System  Grant  Program  Regulations 

AGENCY:  Rural  Utilities  Service,  USDA. 
ACTION:  Proposed  rule. 

SUMMARY:  The  Rural  Utilities  Service 
(RUS),  an  agency  delivering  the  United 
States  Department  of  Agriculture’s 
(USDA)  Rural  Development  Utilities 
Programs,  hereinafter  referred  to  as 
Rural  Development  or  the  Agency,  is 
amending  its  regulations  to  administer 
the  Household  Water  Well  System  Grant 
Program.  This  action  implements 
provisions  of  the  2008  Farm  Bill  for 
limits  on  loans  that  nonprofit 
organizations  may  make  to  homeowners 
for  private  well  systems.  The  2008  Farm 
Bill  raises  the  loan  limit  to  $11,000  from 
$8,000.  The  intended  effect  is  to  make 
part  1776  current  with  statutory 
authority.  The  Agency  will  also  amend 
the  regulation  to  enable  existing  grant 
recipients  to  amend  their  grant 
agreements  for  the  new  $11,000  loan 
limit. 

In  the  final  rule  section  of  the  Federal 
Register,  the  Agency  is  publishing  this 
action  as  a  direct  final  rule  without 
prior  proposal  because  Rural 
Development  views  this  as  a  non- 
controversial  action  and  expects  no 
adverse  comments.  If  no  adverse 
comments  are  received  in  response  to 
the  direct  final  rule,  no  further  action 
will  be  taken  on  this  proposed  rule,  and 
the  action  will  become  effective  at  the 
time  specified  in  the  direct  final  rule.  If 
the  Agency  receives  adverse  comments, 
a  timely  document  will  be  published 
withdrawing  the  direct  final  rule,  and 
all  public  comments  received  will  be 
addressed  in  a  subsequent  final  rule 
based  on  this  action; 

DATES:  Comments  on  this  proposed 
action  must  be  received  by  Rural 
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Development  or  carry  a  postmark  or 
equivalent  no  later  than  December  18, 
2008. 

ADDRESSES:  You  may  submit  comments 
to  this  rule  by  any  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  Go  to 
http://u'wu\regulations.gov.  In  the 
“Search  Documents”  box,  enter  RUS- 
08-WATER-03,  check  the  box  under  the 
Search  box  labeled  “Select  to  find 
documents  accepting  comments  or 
submissions,”  and  click  on  the  GO» 
key.  To  submit  a  comment,  choose 
“Send  a  comment  or  submission,” 
under  the  Docket  Title.  In  order  to 
submit  your  comment,  the  information 
requested  on  the  “Public  Comment  and 
Submission  Form,”  must  be  completed. 
(If  you  click  on  the  hyperlink  of  the  , 
docket  when  the  search  returns  it,  you 
will  see  the  docket  details.  Click  on  the 
yellow  balloon  to  receive  the  “Public 
Comment  and  Submission  Form.”) 
Information  on  using  Regulations.gov, 
including  instructions  for  accessing 
documents,  submitting  comments,  and 
viewing  the  docket  after  the  close  of  the 
comment  period,  is  available  through 
the  site’s  “How  to  Use  this  Site”  link. 

•  Postal  Mail/Commercial  Delivery: 
Please  send  your  comment  addressed  to  ^ 
Michele  Brooks,  Director,  Program 
Development  and  Regulatory  Analysis, 
USDA  Rural  Development,  1400 
Independence  Avenue,  STOP  1522, 

Room  5159,  Washington,  DC  20250- 
1522. 

Other  Information:  Additional 
information  about  Rural  Development 
and  its  programs  is  available  at  http:// 
xvww/rurdev.usda.gov/index.html. 

FOR  FURTHER  INFORMATION  CONTACT: 

Cheryl  Francis,  Loan  Specialist,  Water 
and  Environmental  Programs,  USDA 
Rural  Development,  1400  Independence 
Avenue,  STOP  1570,  Room  2229  South 
Building,  Washington,  DC  20250-1570. 
Telephone:  (202)  720-9589;  FAX:  (202) 
690-0649;  e-mail: 
cheryl.francis@wdc.  usda.gov. 

SUPPLEMENTARY  INFORMATION:  See  the 

Supplementary  Information  provided  in 
the  direct  final  rule  located  in  the  Rules 
and  Regulations  direct  final  rule  section 
of  the  Federal  Register  for  the 
applicable  Supplementary  Information 
on  this  action. 


Dated:  October  20,  2008. 

Janies  M.  Andrew, 

Administrator,  Rural  Utilities  Service. 

[FR  Doc.  E8-26770  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3410-15-P 


NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Part  50 

[Docket  No.  PRM-50-75;  NRC-2002-0018] 

Anthony  R.  Pietrangelo,  Nuclear 
Energy  Institute;  Consideration  of 
Petition  in  the  Rulemaking  Process; 
Correction 

AGENCY:  Nuclear  Regulatory 
Commission. 

ACTION:  Resolution  and  closure  of 
petition  docket;  Correction. 

SUMMARY:  The  Nuclear  Regulatory 
Commission  (NRC)  is  correcting  a 
document  that  appeared  in  the  Federal 
Register  on  November  6,  2008  (73  FR 
66000).  The  NRC  is  considering  the 
issues  raised  in  a  petition  for 
rulemaking  submitted  by  Anthony  R. 
Pietrangelo,  on  behalf  of  the  Nuclear 
Energy  Institute,  in  the  ongoing  “Risk- 
Informed  Redefinition  of  Large  Break 
Loss-of-Coolant  Accident  (LOCA) 
Emergency  Core  Cooling  System  (ECCS) 
Requirements”  rulemaking.  This 
document  corrects  an  erroneous  NRC 
docket  number  and  date. 

DATES:  Effective  November  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  T.  Lesar,  Chief,  Rulemaking, 
Directives,  and  Editing  Branch,  Division 
of  Administrative  Services,  Office  of 
Administration,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555- 
0001,  telephone  301-415-7163,  e-mail 
Michael.Lesar@nrc.gov. 

SUPPLEMENTARY  INFORMATION:  In  FR  doc. 
E8-26463  appearing  on  page  66000  in 
the  Federal  Register  of  Thursday, 
November  6,  2008,  the  following 
corrections  are  made: 

1.  On  page  66000,  in  the  first  column, 
under  the  ADDRESSES  section,  second 
paragraph,  seventh  line,  “2008-0332”  is 
corrected  to  read  “2004-0006”. 

2.  On  page  66000,  in  the  center 
column,  under  the  SUPPLEMENTARY 
INFORMATION,  17th  line,  “April  8,  2005 
(67  FR  16654)”  is  corrected  to  read 
“November  7,  2005  (70  FR  67598)”. 
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Dated  at  Rockville,  Maryland,  this  12th  day 
of  Noveinher  2008. 

For  the  Nuclear  Regulatory  Commission. 
Michael  T.  Lesar, 

Chief,  Rulemaking,  Directives,  and  Editing 
Branch,  Division  of  Administrative  Services, 
Office  of  Administration. 

[FR  Doc.  E8-27304  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7590-01 -P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Highway  Administration 
23  CFR  Part  650 

[FHWA  Docket  No.  FHWA-2008-0038] 

RIN  2125-AF24 

National  Tunnel  Inspection  Standards 

AGENCY:  Federal  Highway 
Administration  (FHWA),  DOT. 

ACTION:  Advance  Notice  of  Proposed 
Rulemaking  (ANPRM);  request  for 
comments. 

SUMMARY:  The  FHWA  is  soliciting 
comments  concerning  the  creation  of  a 
regulation  establishing  National  Tunnel 
Inspection  Standards  (NTIS).  The 
FHWA  is  considering  the  establishment 
of  NTIS  by  adding  Subpart  E  to  23  CFR 
Part  650.  The  NTIS  would  set  minimum 
tunnel  inspection  standards  that  apply 
to  all  Federal-aid  highway  tunnels  on 
public  roads.  The  FHWA  anticipates 
that  NTIS  could  be  modeled  after  the 
existing  National  Bridge  Inspection 
Standards  (NBIS)  regulation,  found  at  23 
CFR  Part  650,  Subpart  C,  as  applicable. 
The  NTIS  likely  would  include 
requirements  for  inspection  procedures 
for  structural,  mechanical,  electrical, 
hydraulic  and  ventilation  systems,  and 
other  major  elements  specific  to  tunnels 
such  as  tunnel  finishes;  the  qualification 
and  training,  of  inspectors;  and  a 
National  Tunnel  Inventory. 

DATES:  Comments  must  be  received  on 
or  before  February  17,  2009.  Late-filed 
comments'will  be  considered  to  the 
extent  practicable. 

ADDRESSES:  Mail  or  hand  deliver 
comments  to:  Docket  Management 
Facility,  U.S.  Department  of 
Transportation,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590- 
0001,  or  submit  electronically  at 
http://\\'ww.regulations.gov,  or  fax 
comments  to  (202)  493-2251. 

All  comments  should  include  the 
docket  number  that  appears  in  the 
heading  of  this  document.  All 
comments  received  will  be  available  for 
examination  and  copying  at  the  above 
address  from  9  a.m.  to  5  p.m.,  e.t., 
Monday  through  Friday,  except  Federal 


holidays.  Those  desiring  notification  of 
receipt  of  comments  must  include  a  self- 
addressed,  stamped  postcard  or  may 
print  the  acknowledgment  page  that 
appears  after  submitting  comments 
electronically.  Anyone  is  able  to  search 
the  electronic  form  of  all  comments  in 
any  one  of  our  dockets  by  the  name  of 
the  individual  submitting  the  comment 
(or  signing  the  comment,  if  submitted 
on  behalf  of  an  association,  business,  or 
labor  union).  You  may  review  the  U.S. 
Department  of  Transportation’s  (DOT) 
complete  Privacy  Act  Statement  irr  the 
Federal  Register  published  on  April  11, 
2000  (Volume  65,  Number  70,  Pages 
19477-78),  or  you  may  visit  http:// 
Docketslnfo.dot.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Jesus  M.  Rohena,  P.E.,  Office  of  Bridge 
Technology,  HIBT-10,  (202)  366-4593, 
or  Mr.  Robert  Black,  Office  of  the  Chief 
Counsel,  HCC-30,  (202)  366-1359, 
Federal  Highway  Administration,  1200 
New  Jersey  Ave.,  SE.,  Washington,  DC 
20590-0001.  Office  hours  are  from  7:45 
a.m.  to  4:15  p.m.,  e.t.,  Monday  through 
Friday,  except  Federal  holidays. 
SUPPLEMENTARY  INFORMATION: 

Electronic  Access  and  Filing 

You  may  submit  or  retrieve  comments 
online  through  the  Federal  Docket 
Management  System  at  http:// 
www.regulations.gov.  It  is  available  24 
hours  each  day,  365  days  each  year. 
Electronic  submission  and  retrieval  help 
and  guidelines  are  available  under  the 
help  section  of  the  Web  site.  An 
electronic  copy  of  this  document  may 
also  be  downloaded  by  accessing  the 
Office  of  the  Federal  Register’s  home 
page  at:  http://www.archives.gov  or  the 
Government  Printing  Office’s  Web  page 
at  http://www.gpoaccess.gov/nara. 

Background 

The  safety  and  security  of  our 
Nation’s  tunnels  are  of  paramount 
importance  to  the  FHWA.  Recognizing 
that  tunnel  owners  are  not  mandated  to 
routinely  inspect  tunnels  and  that 
inspection  methods  vary  among  entities 
that  inspect  tunnels,  the  FHWA  and  the 
Federal  Transit  Administration 
developed  guidelines  for  the  inspection 
of  tunnels  in  2003.  The  guidelines, 
known  as  the  “Highway  and  Rail 
Transit  Tunnel  Inspection  Manual,”  ’ 
were  updated  in  2005.  In  addition,  the 
FHWA  developed  Tunnel  Management 
Software  to  help  tunnel  owners  manage 


’  Federal  Highway  Administration  and  Federal 
Transit  .Administration,  United  States  Department 
of  Transportation.  Highway  and  Rail  Transit  Tunnel 
Inspection  Manual  (2005)  available  at 
www.fhwa.dot.gov/bridge/tunnel/ 
inspectmanOO.cfm. 


their  tunnel  inventory,  but  tunnel 
owners  have  not  adopted  the  software 
uniformly. 

After  investigating  the  fatal  July  2006 
suspended  ceiling  collapse  in  the 
Central  Artery  Tunnel  in  Boston, 
Massachusetts,  the  National 
Transportation  Safety  Board  (NTSB) 
stated  in  its  report  that,  “had  the 
Massachusetts  Turnpike  Authority,  at 
regular  intervals  between  November 
2003  and  July  2006,  inspected  the  area 
above  the  suspended  ceilings  in  the  D 
Street  portal  tunnels,  the  anchor  creep 
that  led  to  this  accident  would  likely 
have  been  detected,  and  action  could 
have  been  taken  that  would  have 
prevented  this  accident.”  Among  its 
recommendations,  the  NTSB  suggested 
that  the  FHWA  seek  legislative  authority 
to  establish  a  mandatory  tunnel 
inspection  program  similar  to  the  NBIS 
that  would  identify  critical  inspection 
elements  and  specify  an  appropriate 
inspection  frequency.  Additionally,  the 
DOT  Inspector  General  (IG),  in 
testimony  before  Congress  in  October 
2007,  highlighted  the  need  for  a  tunnel 
inspection  and  reporting  system  to 
ensure  the  safety  of  the  Nation’s 
tunnels,  stating  that  the  FHWA  “should 
develop  and  implement  a  system  to 
ensure  that  States  inspect  and  report  on 
tunnel  conditions.”  Additionally,  the  IG 
stated  that  “FHWA  should  move 
aggressively  on  this  rulemaking  and 
establish  rigorous  inspection  standards 
as  soon  as  possible.” 

The  NTIS  would  implement  these 
NTSB  and  IG  recommendations.  The 
FHWA  anticipates  that  NTIS  could  be 
modeled  after  the  existing  NBIS, 
contained  at  23  CFR  650,  Subpart  C.  The 
FHWA  likely  would  revise  23  CFR  Part 
650 — Bridges,  Structures,  and 
Hydraulics,  by  adding  the  NTIS  under 
Subpart  E. 

The  NTIS  would  require  the  proper 
safety  inspection  and  evaluation  of  all 
Federal-aid  highway  tunnels  on  public 
roads.  National  Tunnel  Inspection 
Standards  are  needed  to  ensure  that  all 
structural,  mechanical,  electrical, 
hydraulic  and  ventilation  systems,  and 
other  major  elements  of  our  Nation’s 
tunnels  are  inspected  and  tested  on  a 
regular  basis.  The  NTIS  would  also 
ensure  safety  for  the  surface 
transportation  users  of  our  Nation’s 
highway  tunnels,  and  would  make 
tunnel  inspection  standards  consistent 
across  the  Nation.  Additionally,  tunnel 
inspections  would  help  protect  Federal 
investment  in  such  key  infrastructure. 

Timely  tunnel  inspection  is  vital  to 
uncovering  safety  problems  and 
preventing  failures.  When  corrosion  or 
leakage  occur,  electrical  or  mechanical 
systems  malfunction,  or  concrete 
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cracking  and  spalling  signs  appear,  they 
may  be  symptomatic  of  dire  problems. 
The  importance  of  tunnel  inspection 
was  demonstrated  in  the  summer  of 
2007  in  the  1-70  Hanging  Lake  tunnel  in 
Colorado.  After  the  Central  Artery 
ceiling  collapse  in  Boston,  the  Colorado 
Department  of  Transportation  moved 
promptly  to  inspect  the  ceiling  and  roof 
of  the  1-70  Hanging  Lake  tunnel  and 
uncovered  a  crack  in  the  roof  that  was 
compromising  the  structural  integrity  of 
the  tunnel.  This  discovery  prompted  the 
closure  of  the  tunnel  for  several  months 
for  needed  repairs.  The  repairs  included 
removal  of  more  than  30  feet  of  soil  fdl 
material  from  the  top  of  the  tunnel  roof, 
temporary  support  of  the  roof  from  the 
inside  of  the  tunnel,  removal  of  the 
suspended  ceiling,  and  the  design  and 
construction  of  a  new  slab  cast  on  top 
of  the  existing  roof  to  reinforce  and  add 
extra  structural  capacity.  To  accomplish 
the  repair,  the  eastbound  tube  under  the 
cracked  roof  was  closed  to  traffic,  and 
the  adjacent  westbound  tube  was 
converted  to  a  tube  with  bi-directional 
traffic.  The  eastbound  tunnel  was  closed 
for  7  months,  and  the  repair  cost 
approximately  S6  million,  but  the 
repairs  helped  prevent  a  potential  safety 
incident. 

The  FHVVA  estimates  that  there  are 
more  than  300  highway  tunnels  in  the 
Nation,  although  no  national  inventory 
for  tunnels  currently  exists.  The  FHWA 
additionally  estimates  that  tunnels 
represent  more  than  100  linear  miles  of 
Interstates,  State  routes  and  local  routes. 
The  majority  of  these  tunnels  range  in 
age  from  51  to  100  years.  Some  tunnels, 
like  the  Caldecott  Tunnel  in  California, 
were  constructed  in  the  1930’s  and 
1940’s.  The  FHWA  anticipates  that  the 
NTIS  could  help  create  a  national 
inventory  of  tunnels  that  would  lead  to 
a  more  accurate  assessment  of  the 
number  and  condition  of  tunnels  in  the 
Nation. 

Because  tunnels  are  vital  to  the  local, 
regional,  and  national  economies,  and  to 
our  national  defense,  it  is  imperative 
these  facilities  are  properly  maintained 
and  inspected  to  ensure  the  safe  passage 
of  the  traveling  public  and  goods. 
Tunnels  like  the  Central  Artery  tunnel 
in  Massachusetts,  the  Lincoln  Tunnel  in 
New  York,  the  Fort  McHenry  and  the 
Baltimore  Harbor  tunnels  in  Maryland, 
just  to  mention  a  few,  are  a  vital  part  of 
the  national  transportation 
infrastructure.  These  tunnels  handle  a 
huge  volume  of  daily  traffic.  For 
example,  according  to  the  Port 
Authority,  the  Lincoln  Tunnel  carries 
approximately  120,000  vehicles  per  day, 
making  it  the  busiest  vehicular  tunnel  in 
the  world.  The  Fort  McHenry  Tunnel 
handles  a  daily  traffic  volume  of  more 


than  115,000  vehicles.  Any  disruption 
of  traffic  in  these  or  other  highly  * 
traveled  tunnels  would  result  in  lost 
productivity  arid  adversely  impact  the 
environment. 

Currently,  there  is  no  uniformity  with 
respect  to  how  frequently  tunnels  are 
inspected.  The  frequency  of  tunnel 
inspections  varies  from  daily  to  every  10 
years.  Some  inspectors  in  colder 
climates  walk  through  air  ducts  on  a 
daily  basis  to  identify  potential  icing 
problems  due  to  water  leakage.  Some 
inspectors  examine  mechanical  and 
electrical  equipment  on  a  daily  basis, 
while  others  perform  such  inspections 
on  a  monthly  basis.  Under  the  proposed 
NTIS.  State  departments  of 
transportation  would  be  responsible  for 
ensuring  compliance  with  tunnel 
standards.  The  NTIS  could  ensure  that 
tunnels  are  inspected  routinely,  that  the 
Findings  of  such  inspections  are 
reported  to  the  FHWA,  and  that 
deficiencies  are  corrected  in  a  timely 
manner. 

Purpose 

The  FHWA  is  acting  proactively  in 
developing  NTIS.  The  NTIS  are 
important  to  assure  safety  and  security 
of  the  Nation’s  Federal-aid  highway 
tunnels.  The  purpose  of  this  ANPRM  is 
to  seek  feedback  from  the  public  to  help 
the  FHWA  develop  NTIS. 

Applicability 

The  NTIS  would  apply  to  all  Federal- 
aid  funded  highway  tunnels  in  the  50 
States,  District  of  Columbia,  and  Puerto 
Rico. 

Categories  of  Information 

The  FHWA  has  identified  14 
categories  of  information  regarding  the 
NTIS.  The  FHWA  seeks  comments  from 
our  partners  and  interested  parties  on 
the  following  questions. 

1.  Definition  of  “Tunnel” 

The  NTIS  would  apply  to  structures 
receiving  Federal-aid  highway  funds 
that  meet  the  NTIS  definition  of  a 
“tunnel.”  What  requirement.^  should  the 
FHWA  incorporate  into  the  definition  of 
a  “tunnel”? 

A.  Should  the  definition  of  a  “tunnel” 
contain  a  minimum  length  requirement? 

B.  Should  the  definition  of  a  “tunnel” 
contain  requirements  other  than  tunnel 
length? 

C.  The  National  Fire  Protection 
Association  defines  a  tunnel  as  an 
“enclosed  roadway  for  motor  vehicle 
traffic  with  .vehicle  access  that  is  limited 
to  portals.”^  The  American  Association 
of  State  Highway  and  Transportation 


^NFPA  502;  Standard  for  Road  Tunnels.  Bridges, 
and  Other  Limited  Access  Highways  §  3.3.38 
(National  Fire  Protection  Association  2007). 


Officials  (AASHTO)  Technical 
Committee  for  Tunnels  (T-20)  defines 
tunnels  as  “enclosed  roadways  with 
vehicle  access  that  is  restricted  to 
portals  regardless  of  type  of  structure  or 
method  of  construction.  Tunnels  do  not 
include  highway  bridges,  railroad 
bridges  or  other  bridges  over  a  roadway. 
Tunnels  are  structures  that  require 
special  design  considerations  that  may 
include  lighting,  ventilation,  fire 
protection  systems,  and  emergency 
egress  capacity  based  on  the  owner’s 
determination.”  Should  the  FHWA 
adopt  one  of  these  definitions  or  another 
definition  of  tunnel? 

2.  Inspection  Procedures 

Inspections  should  assess  the 

condition  of  all  structural  elements  of  a 
tunnel  and  assess  the  condition  and 
performance  of  a  tunnel’s  structural, 
mechanical,  electrical,  hydraulic  and 
ventilation  systems,  including 
operational  procedures. 

A.  Should  the  NTIS  adopt  the 
inspection  techniques  and  standards  in 
the  Highway  and  Rail  Transit  Tunnel 
Inspection  Manual? 

B.  What  additional  sources  of 
inspection  standards  should  the  FHWA 
consider? 

C.  Should  inspections  include 
evaluation  of  emergency  response  and 
non-emergency  operational  procedures? 

D.  Are  there  any  special  inspection 
procedures  for  new  tunnels  that  should 
be  included  in  inspection  manuals  for 
all  new  tunnels? 

3.  Frequency  and  Types  of  Inspections 

The  in.spection  of  highway  tunnels 

likely  would  include  collecting 
information  on  the  condition  of  all 
structural  elements  and  systems. 

A.  What  tunnel  elements  and  systems 
should  be  inspected  routinely? 

B.  What  inspection  frequency  should 
be  established  for  these  elements  and 
systems? 

C.  Should  a  minimum  frequency  for 
tunnel  inspection  be  established? 

D.  Is  there  a  need  to  identify  various 
types  of  inspections?  If  so,  what  types 
of  inspections  should  be  defined? 

E.  Should  the  frequency  of  each  type 
of  inspection  vary  according  to  the  type 
of  inspection? 

F.  Should  we  establish  a  risk-ba.sed 
frequency  to  account  for  the  complexity 
of  each  tunnel? 

G.  What  factors  (e.g.,  age,  traffic, 
length,  ventilation,  urban  or  rural 
location)  should  be  included  in  a  risk- 
based  frequency  inspection  system? 

4.  Equipment  and  System  Inspection 

The  NTIS  likely  would  include 

requirements  for  inspection  procedures 
for  structural,  mechanical,  electrical, 
hydraulic  and  ventilation  systems,  and 
other  major  tunnel  elements.  For  several 
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of  these  elements  and  systems,  the 
inspections  could  include  the  following 
provisions: 

A.  The  mechanical  inspection  could 
consist  of  verifying  the  condition  and 
operation  of  tunnel  mechanical 
equipment  and  systems.  Examples  of 
mechanical  equipment  and  systems 
include,  but  are  not  limited  to, 
ventilation  fans,  control  room  air 
conditioning  and  heating,  plumbing 
systems  and  tunnel  drainage  and 
waterproofing  systems. 

B.  The  structural  inspection  could 
include  suspended  ceilings,  structural 
attachments,  lining,  exposed  rock, 
roadway  slabs,  and  tunnel  finishes. 

C.  The  safety  inspection  could  consist 
of  verifying  the  condition  and  operation 
of  various  safety  equipment  and 
systems,  such  as  variable  message  signs, 
overhead  warning  systems,  carbon 
monoxide  detection  systems,  fire 
protection  systems,  signage,  geometry, 
traffic  signals,  and  normal  operations 
and  emergency  response  procedures. 

D.  The  security  inspection  could 
consist  of  verifying  the  condition  and 
operation  of  security  equipment  and 
systems  that  are  used  to  detect  and 
coordinate  responses  to  natural  or  man¬ 
made  emergencies.  These  systems 
include  video  cameras,  monitors, 
alarms,  telephones,  security  gates,  and 
portal  flood  gates. 

E.  The  electrical  inspection  could 
consist  of  verifying  the  condition  and 
operation  of  electrical  equipment  and 
systems  used  for  power  distribution, 
emergency  power,  and  lighting. 

5.  Qualifications  and  Required 
Training  of  Inspectors 

A.  Should  the  qualification 
requirements  for  transit  tunnel 
inspectors  contained  in  the  Highway 
and  Rail  Transit  Tunnel  Inspection 
Manual  be  adopted  as  the  qualifications 
required  for  Federal-aid  highway  tunnel 
inspectors?  Are  the  qualifications  in  the 
Highway  and  Rail  Transit  Tunnel 
Inspection  Manual  sufficiently  specific 
for  all  tunnel  elements  and  systems? 

B.  What  education  and  training 
should  be  required  for  tunnel 
inspectors?  Should  the  NTIS 
incorporate  a  requirement  for  periodic 
training  for  tunnel  inspectors? 

C.  What  experience  should  be 
required  for  tunnel  inspectors?  Should 
there  be  multiple  levels  of  qualifications 
depending  upon  the  role  of  the  team 
member  (i.e.,  leader,  inspector)  and  the 
type  of  inspection? 

6.  Recordkeeping 

A.  Should  States  be  required  to  keep 
records  of  all  highway  tunnel 
inspections  performed  within  the  State? 
If  not,  where  and  with  whom  should  the 
inspection  records  reside? 


B.  Are  inspection  record  requirements 
such  as  those  contained  in  the  Highway 
and  Rail  Transit  Tunnel  Inspection 
Manual  sufficient  for  the  NTIS? 

C.  For  how  long  should  tunnel 
inspection  records  be  maintained? 

7.  Rating 

A.  Should  the  NTIS  incorporate  a 
condition-based  rating  system  for 
Federal-aid  highway  tunnels,  under 
which  the  tunnels  in  the  best  condition 
receive  a  high  rating  and  the  tunnels  in 
the  poorest  condition  receive  a  low 
rating? 

B.  Should  a  tunnel  rating  system  be 
the  basis  for  possible  funding  decisions? 

8.  National  Tunnel  Inventory 
Database 

A.  What  tunnel  data  elements  should 
be  collected  for  all  Federal-aid  highway 
tunnels  (e.g.,  tunnel  name,  age,  length, 
finishes,  width,  height,  number  of  lanes, 
ventilation,  truck  traffic,  automobile 
traffic)? 

B.  How  often  should  data  be  collected 
and  reported? 

C.  Should  this  data  be  reported  to  the 
FHWA? 

D.  Should  a  tunnel  be  identified  using 
a  tunnel  inventory  number  (TIN)  in  a 
manner  similar  to  how  bridges  are 
identified  under  the  NBIS? 

E.  What  criteria  should  be  used  to 
assign  a  TIN? 

9.  Organization  of  Inspection  Teams 

A.  How  should  the  inspection  teams 
be  organized? 

B.  Should  inspection  teams  be 
established  with  differing  levels  of 
responsibility? 

C.  Should  one  person  on  the  team 
have  overall  responsibility  for  the 
program? 

10.  Technical  References 

What  technical  publications,  if  any, 
should  be  incorporated  by  reference? 

2  2 .  Quality  Control /Quality 
Assurance  (QC/QA) 

Should  QC/QA  procedures  similar  to 
the  procedures  required  under  the  NBIS 
be  implemented  for  the  NTIS? 

22.  Cost  of  Inspections 

The  FHWA  requests  information 
regarding  the  costs  associated  with 
tunnel  inspections,  particularly  the 
typical  inspection  costs  per  linear  foot 
of  tunnel. 

13.  Tunnel  Repairs 

The  FHWA  requests  information 
associated  with  tunnel  rehabilitation 
projects  (e.g.,  costs  of  repairs,  dates  of 
work,  scope  of  work). 

14.  Research 

The  FHWA  and  others  have 
conducted  extensive  research  related  to 
tunnel  design,  construction, 
rehabilitation,  and  inspection.  The 
following  is  a  list  of  research  projects 
related  to  tunnel  safety  that  either  have 
been  conducted  or  are  ongoing. 


A.  The  Memorial  Tunnel  Fire 
Ventilation  Test  Program 

The  FHWA  and  the  Massachusetts 
Highway  Department  sponsored  the 
Memorial  Tunnel  Fire  Ventilation  Test 
Program  (MTFVTP)  in  1993.  This 
research  project  consisted  of  a  series  of 
full-scale  fire  tests  conducted  in  an 
abandoned  road  tunnel.  As  part  of  this 
project,  a  total  of  98  tests  were 
conducted  considering  various  smoke 
management  strategies.  Various  tunnel 
ventilation  systems  and  configurations 
of  such  systems  were  operated  to 
evaluate  their  respective  smoke  and 
temperature  management  capabilities. 
These  tests  generated  a  significant 
database  relevant  to  the  design  and 
operation  of  road  tunnel  ventilation 
systems  under  fire  emergency 
conditions. 

Proper  ventilation  of  highway  tunnels 
is  necessary  to  provide  a  safe  and  secure 
environment  for  the  traveling  public 
during  normal  emd  emergency  situations 
in  tunnels.  The  NTIS  would  set 
standards  for  the  inspection  of  tunnels, 
including  ventilation  systems,  to  assure 
safe,  reliable  and  efficient  operation. 

B.  Prevention  and  Control  of  Highway 
Tunnel  Fires 

The  FHWA  sponsored  a  study  related 
to  tunnel  fires  in  1984.  This  study 
investigated:  (1)  Steps  that  can  be  taken 
to  reduce  the  risk,  damage,  and  number 
of  fatalities  from  fires  in  existing  and 
future  highway  tunnels;  and  (2)  effects 
of  unrestricted  transport  of  hazardous 
materials  through  tunnels.  This  study 
examined  the  history  of  highway  tunnel 
fires  to  determine  the  design  and 
operating  features  that  influenced 
ignition  and  spread  of  fire;  detection, 
alarm  transmission,  and  notification  of 
appropriate  authorities;  response; 
control,  extinguishment,  and 
suppression;  and  resultant  fatalities  and 
damage.  Operators  in  major  domestic 
highway  tunnels  were  interviewed 
about  tunnel  fires,  and  their  responses 
were  tabulated  and  compared.  The 
study  examined  the  procedures  used  in, 
and  results  of,  several  tunnel  fire  tests 
and  evaluated  their  recommendations  in 
light  of  historical  evidence  and 
operating  experience  concerning  tunnel 
fires.  This  study  led  to  the  development 
of  comprehensive  design  and  operating 
recommendations  for  prevention, 
detection,  alarm,  notification,  control, 
extinguishment,  suppression,  and 
survival.  The  report  is  available  at 
http://ntI.bts.gOv/Iib/2000/2400/24 1 6/ 
708.pdf 

Tunnel  components  that  relate  to  the 
prevention,  detection,  alarm, 
notification,  control,  extinguishment. 
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suppression,  and  survival  systems  need 
to  be  maintained  and  inspected  to 
ensure  these  critical  systems  are 
working  properly  at  all  times.  The  NTIS 
could  set  the  standards  for  inspection  of 
these  key  components. 

C.  Underground  Transportation  Systems 
in  Europe:  Safety,  Operations,  and 
Emergency  Response 

In  2005,  the  FHWA,  AASHTO,  and 
the  National  Cooperative  Highway 
Research  Program  (NCHRP)  sponsored  a 
scanning  study  of  equipment,  systems, 
and  procedures  used  in  tunnels  in 
several  countries  (Austria,  Denmark, 
France,  Germany,  Italy,  Norway,  the 
Netherlands,  Sweden,  and  Switzerland). 

The  scan  team  learned  that  Europeans 
are  conducting  research  to  develop 
innovative  design  and  emergency 
management  plans  that  consider  how 
people  react  in  tunnel  emergencies. 
Because  motorist  behavior  is 
unpredictable  in  tunnel  incidents, 
Europeans  make  instructions  for  drivers, 
passengers,  and  tunnel  operators  as 
straightforward  as  possible. 

The  team’s  recommendations  for  U.S. 
implementation  include  conducting 
research  on  tunnel  emergency 
management  that  includes  human 
factors;  developing  tunnel  design 
criteria  that  promote  optimal  driver 
performance  during  incidents; 
developing  more  effective  visual, 
audible,  and  tactile  signs  for  escape 
routes;  and  using  a  risk-management 
approach  to  tunnel  safety  inspection 
and  maintenance. 

The  report  states  that  “only  limited 
national  guidelines,  standards,  or 
specifications  are  available  for  tunnel 
design,  construction,  safety  inspection, 
traffic  and  incident  management, 
maintenance,  security,  and  protection 
against  natural  or  manmade  disasters.” 
The  report  also  notes  that,  “(t]hrough 
knowledge  of  the  systems  and  the 
structure  gained  firom  intelligent 
monitoring  and  analysis  of  the  collected 
data,  the  owner  can  use  a  risk-based 
approach  to  schedule  the  time  and 
frequency  of  inspections  and  establish 
priorities.”  The  final  scan  report  is 
available  on  at  http:// 
internationaI.fhwa.dot.gov/uts/uts.pdf. 

The  NTIS  could  assist  owners  in 
establishing  priorities  for  the 
management  of  their  tunnel  inventories. 

D.  NCHRP  Project  04-37,  Long-Term 
Performance  of  Epoxy  Adhesive 
Anchors 

The  FHWA  and  AASHTO  have 
initiated  a  NCHRP  project  to  investigate 
the  long-term  behavior  of  epoxy 
adhesive  anchors.  Common 
transportation  applications  for  epoxy 


bonded  anchors  include  bridge 
widening,  concrete  repair  and 
rehabilitation,  barrier  retrofitting,  utility 
installation  on  existing  structures,  and 
tunneling.  Despite  widespread  use,  the 
suppliers  of  these  systems  provide  little 
guidance  on  how  the  adhesives  perform 
under  sustained,  long-term  loading. 

The  NTIS  could  set  standards  for 
inspection  of  adhesive  anchors,  as  well 
as  all  other  structural  components  in 
tunnels. 

E.  NCHRP  Project  20-07/Task  261,  Best 
Practices  for  Implementing  Quality 
Control  and  Quality  Assurance  for 
Tunnel  Inspection 

In  response  to  the  NTSB’s  preliminary 
safety  recommendations  resulting  from 
the  Central  Artery  tunnel  ceiling 
collapse  in  Boston,  the  FHWA  and 
AASHTO  initiated  this  NCHRP  project. 
The  objective  of  this  project  is  to 
develop  guidelines  for  owners  to  use  in 
selecting  quality  control  and  quality 
assurance  practices  for  tunnel 
inspection,  operational  safety  and 
emergency  response  systems  testing, 
and  inventory  procedures  to  improve 
the  safety  of  highway  tunnels. 

F.  FHWA  Control  of  Highway  Tunnel 
Fire  Workshop 

In  response  to  OIG’s  August  2007 
report  on  the  CAT  Project’s  Stem  to 
Stern  Safety  Review,  FHWA  conducted 
a  workshop  on  “Control  and  Modeling 
of  Fires  in  Highway  Tunnels.”  The 
workshop  was  held  on  July  22-23,  2008, 
and  was  attended  by  national  and 
international  experts  in  tunnel  design, 
tunnel  operation,  emergency  response, 
and  fire  modeling.  The  objectives  of  the 
workshop  were  to:  Share  information 
about  gaps  in  the  current  standards  for 
design  of  tunnels;  share  best  practices 
for  response  to  incidents;  identify  the 
parameters  needed  to  start  a  pilot 
program  to  model  fires  of  60  Megawatts 
and  higher  in  highway  tunnels;  and 
identify  other  research  needs.  The 
results  of  the  pilot  program  could  be 
used  to  update  the  current  national 
tunnel  standards.  The  proposed  NTIS 
could  ensure  that  all  systems  needed  for 
highway  tunnel  fire  protection  are 
maintained,  inspected  and  repaired  on  a 
timely  basis. 

We  welcome  information  regarding 
other  existing  or  ongoing  research 
related  to  tunnel  inspections.  What 
additional  research  should  be 
undertaken? 

Rulemaking  Analyses  and  Notices 

All  comments  received  before  the 
close  of  business  on  the  comment 
closing  date  indicated  above  will  be 
considered  and  will  be  available  for 


examination  in  the  docket  at  the  above 
address.  Comments  received  after  the 
comment  closing  date  will  be  filed  in 
the  docket  and  will  be  considered  fo  tbe 
extent  practicable.  In  addition  to  late 
comments,  the  FHWA  also  will 
continue  to  file  relevant  information  in 
the  docket  as  it  becomes  available  after 
the  comment  period  closing  date,  and 
interested  persons  should  continue  to 
examine  the  docket  for  new  material.  A 
Notice  of  Proposed  Rulemaking  (NPRM) 
may  be  published  at  any  time  after  close 
of  the  comment  period. 

Executive  Order  12866  (Regulatory 
Planning  and  Review)  and  DOT 
Regulatory  Policies  and  Procedures 

The  FHWA  has  preliminarily 
determined  that  this  action  would  be  a 
significant  regulatory  action  within  the 
meaning  of  Executive  Order  12866  and 
within  the  meaning  of  the  DOT 
regulatory  policies  and  procedures 
because  the  proposed  action  concerns  a 
matter  about  which  there  is  substantial 
public  interest.  Because  of  the 
preliminary  nature  of  this  document 
and  lack  of  necessary  information 
regarding  costs  as  well  as  benefits, 
FHWA  is  unable  to  evaluate  the  impact 
of  potential  changes. 

Based  upon  the  information  received 
in  response  to  this  notic6,  FHWA 
intends  to  carefully  consider  the  costs 
and  benefits  associated  with  this 
rulemaking.  Accordingly,  comments, 
information,  and  data  are  solicited  on 
the  economic  impact  of  any  proposed 
recommendation  for  establishment  of 
NTIS. 

Regulatory  Flexibility  Act 

In  compliance  with  the  Regulatory 
Flexibility  Act  (Pub.  L.  96—354,  5  U.S.C. 
601-612),  and  based  upon  the 
information  received  in  response  to  this 
ANPRM,  FHWA  will  evaluate  the  effects 
of  any  action  proposed  on  small  entities. 
This  action  merely  seeks  information 
regarding  the  establishment  of  NTIS. 
Therefore,  FHWA  is  unable  to  certify  at 
this  time  whether  or  not  NTIS  will  have 
a  significant  impact  on  a  substantial 
number  of  small  entities. 

Unfunded  Mandates  Reform  Act  of 
1995 

Because  of  the  preliminary  nature  of 
this  document  and  lack  of  necessary 
information  on  costs,  FHWA  is  unable 
to  evaluate  the  effects  of  the  potential 
regulatory  changes  in  regard  to 
imposing  a  Federal  mandate  involving 
expenditure  by  State,  local,  and  Indian 
tribal  governments,  in  the  aggregate,  or 
by  the  private  sector,  of  $136.1  million 
or  more  in  any  one  year  (2  U.S.C.  1532). 
Nevertheless,  FHWA  will  evaluate  any 
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regulatory  action  that  might  be  proposed 
in  subsequent  stages  of  this  rulemaking 
to  assess  the  effects  on  State,  local,  and 
Indian  tribal  governments  and  the 
private  sector. 

Executive  Order  12988  (Civil  Justice 
Reform) 

The  FHWA  will  evaluate  any  rule  that 
may  be  proposed  in  response  to 
comments  received  to  ensure  that  such 
action  meets  applicable  standards  in 
section  3(a)  and  3(b)(2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
ambiguity,  and  reduce  burden. 

Executive  Order  13045  (Protection  of 
Children) 

The  FHWA  will  evaluate  any  rule  that 
may  be  proposed  in  response  to 
comments  received  to  ensure  that  such 
action  meets  the  requirements  of 
Executive  Order  13045,  Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  The  Agency 
does  not,  however,  anticipate  that  any 
such  rule  would  be  economically 
significant  or  would  present  an 
environmental  risk  to  health  or  safety 
that  may  disproportionately  affect 
children. 

Executive  Order  12630  (Taking  of 
Private  Property) 

The  FHWA  will  evaluate  any  rule  that 
may  be  proposed  in  response  to 
comments  received  to  ensure  that  any 
such  rule  will  not  effect  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
Interference  with  Constitutionally 
Protected  Property  Rights. 

Executive  Order  13132  (Federalism) 

The  FHWA  will  analyze  any  action 
that  might  be  proposed  in  accordance 
with  the  principles  and  criteria 
contained  in  Executive  Order  13132, 
and  FHWA  anticipates  that  any  action 
contemplated  will  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  federalism  assessment. 
The  FHWA  will  consult  with  public 
authorities  regarding  any  proposed 
NTIS  regulations.  The  FHWA  also 
anticipates  that  any  action  taken  will 
not  preempt  any  State  law  or  State 
regulation  or  affect  the  States’  ability  to 
discharge  traditional  State  governmental 
functions.  We  encourage  commenters  to 
consider  these  issues. 

Executive  Order  13175  (Tribal 
Consultation) 

The  FHWA  will  analyze  any  proposal 
under  Executive  Order  13175,  dated 
November  6,  2000.  The  FHWA 


preliminarily  believes  that  any  proposal 
will  not  have  substantial  direct  effects 
on  one  or  more  Indian  tribes,  will  not 
impose  substantial  direct  compliance 
costs  on  Indian  tribal  governments,  and 
will  not  preempt  tribal  law.  Therefore, 
a  tribal  summary  impact  statement  may 
not  be  required. 

Executive  Order  12372 
(Intergovernmental  Review) 

Catalog  of  Federal  Domestic 
Assistance  Program  Number  20.205, 
Highway  Planning  and  Construction. 
The  regulations  implementing  Executive 
Order  12372  regarding 
intergovernmental  consultation  on 
Federal  programs  and  activities  apply  to 
this  program. 

Paperwork  Reduction  Act  of  1995 

Under  the  Paperwork  Reduction  Act 
of  1995  (PRA)  (44  U.S.C.  3501),  Federal 
agencies  must  obtain  approval  from  the 
Office  of  Management  and  Budget 
(OMB)  for  each  collection  of 
information  they  conduct,  sponsor,  or 
require  through  regulations.  Any  action 
that  might  be  contemplated  in 
subsequent  phases  of  this  proceeding 
will  be  analyzed  for  the  purpose  of  the 
PRA  for  its  impact  upon  information 
collection.  The  FHWA  would  be 
required  to  submit  any  proposed 
collections  of  information  to  OMB  for 
review  and  approval  at, the  time  the 
NPRM  is  issued,  and,  accordingly,  seeks 
public  comments.  Interested  parties  are 
invited  to  send  comments  regarding  any 
aspect  of  any  proposed  information 
collection  requirements,  including,  but 
not  limited  to:  (1)  Whether  the 
collection  of  information  would  be 
necessary  for  the  performance  of  the 
functions  of  FHWA,  including  whether 
the  information  would  have  practical 
utility:  (2)  the  accuracy  of  the  estimated 
burden;  (3)  ways  to  enhance  the  quality, 
utility,  and  clarity  of  the  collection  of 
information;  and  (4)  ways  to  minimize 
the  collection  burden  without  reducing 
the  quality  of  the  information  collected. 

National  Environmental  Policy  Act 

.  The  FHWA  will  analyze  any  action 
that  might  be  proposed  for  the  purposes 
of  the  National  Environmental  Policy 
Act  of  1969,  as  amended  (42  U.S.C. 
4321-4347)  to  assess  whether  there 
would  be  any  effect  on  the  quality  of  the 
•  environment. 

Executive  Order  13211  (Energy  Effects) 

The  FHWA  will  analyze  any  proposed 
action  under  Executive  Order  13211, 
Actions  Concerning  Regulations  that 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use,  to  assess  whether 


there  would  be  any  adverse  effect  on  the 
supply,  distribution,  or  use  of  energy. 

Regulation  IdentiBcation  Number 

A  regulation  identification  number 
(RIN)  is  assigned  to  each  regulatory 
action  listed  in  the  Unified  Agenda  of 
Federal  Regulations.  The  Regulatory 
Information  Service  Center  publishes 
the  Unified  Agenda  in  April  and 
October  of  each  year.  The  RIN  contained 
in  the  heading  of  this  document  can  be 
used  to  cross-reference  this  section  with 
the  Unified  Agenda. 

List  of  Subjects  in  23  CFR  Part  650 

Bridges,  Grant  programs — 
transportation.  Highways  and  roads. 
Incorporation  by  reference.  Reporting 
and  recordkeeping  requirements. 

Authority:  Title  23,  United  States  Code, 
Sections  116  and  315;  23  CFR  1.27;  49  CFR 
1.48(b). 

Issued  on:  November  7,  2008. 

Thomas  J.  Madison,  )r.. 

Federal  High  way  A  dministrator. 

[FR  Doc.  E8-27265  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-22-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R09-OAR-200&-0566;  FRL-8741-7] 

Revisions  to  the  California  State 
Implementation  Plan,  Great  Basin 
Unified  Air  Pollution  Control  District, 
Kern  County  Air  Pollution  Control 
District,  Mohave  Desert  Air  Quality 
Management  District 

agency:  Environmental  Protection 
Agency  (EPA). 
action:  Proposed  rule. 

SUMMARY:  EPA  is  proposing  a 
disapproval  of  revisions  to  the  Great 
Basin  Unified  Air  Pollution  Control 
District  (GBUAPCD)  portion  of  the 
California  State  Implementation  Plan 
(SIP),  and  limited  approval  and  limited 
disapproval  of  revisions  to  the  Kern 
County  Air  Pollution  Control  District 
(KCAPCD)  and  Mohave  Desert  Air 
Quality  Management  District 
(MDAQMD)  portions  of  the  SIP.  These 
revisions  concern  particulate  matter 
(PM)  emissions  from  fugitive  dust 
sources.  We  are  proposing  action  on 
local  rules  that  regulate  these  emission 
sources  under  the  Clean  Air  Act  as 
amended  in  1990  (CAA  or  the  Act).  We 
are  taking  comments  on  this  proposal 
and  plan  to  follow  with  a  final  action. 
OATES:  Any  comments  must  arrive  by 
December  18,  2008. 
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ADDRESSES:  Submit  comments, 
identified  by  docket  number  EPA-R09- 
OAR-2008-0566,  by  one  of  the 
following  methods: 

1.  Federal  eRulemaking  Portal: 
w'ww.regulations.gov.  Follow  the  online 
instructions. 

2.  E-mail:  steckel.andrew@epa.gov. 

3.  Mail  or  deliver:  Andrew  Steckel 
(Air-4),  U.Sj  Environmental  Protection 
Agency  Region  IX,  75  Hawthorne  Street, 
San  Francisco,  CA  94105—3901. 

Instructions:  All  comments  will  be 
included  in  the  public  docket  without  • 
change  and  may  be  made  available 
online  at  www.regulations.gov, 
including  any  personal  information 
provided,  unless  the  comment  includes 
Confidential  Business  Information  (CBI) 
or  other  information  whose  disclosure  is 
restricted  by  statute.  Information  that 
you  consider  CBI  or  otherwise  protected 
should  be  clearly  identified  as  such  and 
should  not  be  submitted  through 
www.regulations.gov  or  e-mail. 
wvi'w. regulations. gov  is  an  “anonymous 
access”  system,  and  EPA  will  not  know 
your  identity  or  contact  information 


unless  you  provide  it  in  the  body  of 
your  comment.  If  you  send  e-mail 
directly  to  EPA.  your  e-mail  address 
will  be  automatically  captured  and 
included  as  part  of  the  public  comment. 
If  EPA  cannot  read  your  comment  due 
to  technical  difficulties  and  cannot 
contact  you  for  clarification,  EPA  may 
not  be  able  to  consider  your  comment. 

Docket:  The  index  to  the  docket  for 
this  action  is  available  electronically  at 
w'ww.regulations.gov  and  in  hard  copy 
at  EPA  Region  IX,  75  Hawthorne  Street, 
San  Francisco,  California.  While  all 
documents  in  the  docket  are  listed  in 
the  index,  some  information  may  be 
publicly  available  only  at  the  hard  copy 
location  (e.g.,  copyrighted  material),  and 
some  may  not  be  publicly  available  in 
either  location  (e.g.,  CBI).  To  inspect  the 
hard  copy  materials,  please  schedule  an 
appointment  during  normal  business 
hours  with  the  contact  listed  in  the  FOR 
FURTHER  INFORMATION  CONTACT  section. 

FOR  FURTHER  INFORMATION  CONTACT:  Jerry 
Wamsley,  EPA  Region  IX,  (415)  947- 
4111,  wamsley.jerry@epa.gov. 


SUPPLEMENTARY  INFORMATION: 

Throughout  this  document,  “we,”  “us” 
and  “our”  refer  to  EPA. 

Table  of  Contents 

I.  The  State’s  Submittal 

A.  What  rules  did  the  State  submit? 

B.  Are  there  other  versions  of  these  rules? 

C.  What  is  the  purpose  of  the  submitted 
rules? 

II.  EPA’s  Evaluation  and  Action 

A.  How  is  EPA  evaluating  the  rules? 

B.  Do  the  rules  meet  the  evaluation 
criteria? 

C.  What  are  the  rules  deficiencies? 

D.  EPA  Recommendations  to  Further 
Improve  the  Rule 

E.  Our  Proposed  Action  and  Public 
Comment 

III.  Statutory  and  Executive  Order  Reviews 
I.  The  State’s  Submittal 

A.  What  rules  did  the  State  submit? 

Table  1  lists  the  rules  addressed  by 
this  proposal  with  the  dates  that  they 
were  adopted  by  the  local  air  agency 
and  submitted  by  the  California  Air 
Resources  Board. 


Table  1— Submitted  Rules 


Local  agency 

Rule  # 

Rule  title 

Adopted 

Submitted 

GBUAPCD  . 

401 

Fugitive  Dust  . 

12/04/06  : 

03/07/07 

KCAPCD  . 

402 

Fugitive  Dust  . 

11/03/04 

01/13/05 

MDAQMD . 

403.1 

1 _ , 

Fugitive  Dust  Control  . 

11/25/96 

►  03/03/97 

On  July  23,  2007,  February  16,  2005, 
and  August  12,  1997  respectively,  EPA 
found  that  the  GBUAPCD  Rule  401, 
KCAPCD  Rule  402,  MDAQMD  Rule 
403.1  submittals  met  the  completeness 
criteria  in  40  CFR  Part  51,  Appendix  V. 
These  criteria  must  be  met  before  formal 
EPA  review  begins. 

B.  Are  there  other  versions  of  these 
rules? 

On  June  6, 1977,  EPA  approved  a 
prior  version  of  GBUAPCD  Rule  401 
into  the  State  Implementation  Plan 
(SIP);  see  42  Federal  Register  (FR) 
28883.  There  have  been  no  intervening 
submittals  of  Rule  401.  We  have  not 
approved  prior  versions  of  KCAPCD 
Rule  402  and  MDAQMD  403.1  into  the 
SIP  and  there  have  been  no  intervening 
submittals  of  these  rules  to  consider  and 
we  are  acting  on  the  most  recent 
submittal  of  these  two  rules. 

C.  What  is  the  purpose  of  the  submitted 
rules? 

PM  contributes  to  effects,  that  are 
harmful  to  human  health  and  the 
environment,  including  premature 
mortality,  aggravation  of  respiratory  and 
cardiovascular  disease,  decreased  lung 


function,  visibility  impairment,  and 
damage  to  vegetation  and  ecosystems. 
Section  110(a)  of  the  CAA  requires 
States  to  submit  regulations  that  control 
PM  emissions.  These  rules  are  designed 
to  limit  the  emissions  of  visible  air 
contaminants,  usually  but  not  always 
particulate  matter  (PM)  emissions  at 
industrial  sites,  unpaved  roads,  and 
open  areas.  EPA’s  technical  support 
document  (TSD)  for  each  rule  has  more 
information  about  these  rules. 

II.  EPA’s  Evaluation  and  Action 

A.  How  is  EPA  evaluating  these  rules? 

Generally,  SIP  rules  must  be 
enforceable  (see  section  110(a)  of  the 
CAA)  and  must  not  relax  existing 
requirements  (see  sections  110(1)  and 
193).  In  addition,  SIP  rules  must 
implement  Reasonably  Available 
Control  Measures  (RACM),  including 
Reasonably  Available  Control 
Technology  (RACT),  in  moderate  PM 
nonattainment  areas,  and  Best  Available 
Control  Measures  (BACM),  including 
Best  Available  Control  Technology 
(BACT),  in  serious  PM  nonattainment 
areas  (see  CAA  sections  189(a)(1)  and 
189(b)(1)). 


Tbe  GBUAPCD  regulates  a  PM 
nonattainment  area  classified  as  serious 
(see  40  CFR  part  81).  The  overwhelming 
significant  source  of  PM  emissions  in 
the  Owens  Valley  Planning  Area 
(OVPA)  is  the  Owens  dry  lakebed. 
Consequently,  BACM  measures  are 
required  for  the  lakebed  sources  of 
emissions  (see  68  FR  48305).  At  present. 
Rule  401  regulates  other  sources  of 
fugitive  dust  emissions  that  are  not 
determined  to  be  significant  within  the 
1998  BACM  SIP  and  in  comparison  with 
PM  emissions  from  the  Owens  dry 
lakebed.  Consequently,  Rule  401  must 
meet  our  enforceability  criteria  in 
implementing  its  requirements,  but  not 
specific  BACM  or  RACM  requirements 
for  its  sources  of  PM  emissions.  Also, 
Rule  401  is  not  a  required  Clean  Air  Act 
PM  submittal. 

KCAPCD  regulates  a  PM  attainment 
area  in  the  Indian  Wells  Valley, 
formerly  classified  as  a  moderate  PM 
nonattainment  area,  (see  40  CFR  part 
81).  The  Indian  Wells  Valley 
maintenance  plan  did  not  assign  Rule 
402  to  its  list  of  six  RACM  measures  and 
the  rule  is  not  cited  as  being  a  principal 
SIP  control  measure  in  attaining  and 
maintaining  the  PM-10  standard  (see  68 
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FR  24386).  Subsequently,  the  Kern 
County  portion  of  the  Indian  Wells 
Valley  has  maintained  its  attainment  of 
the  24  hour  and  annual  PM-10 
standard.  Consequently,  Rule  402  need 
not  fulfill  RACM  and  the  rule  is  not  a 
required  CAA  submittal.  However,  to  be 
approved  into  the  SIP,  the  rule  must 
meet  the  enforceability  criteria  as 
described  by  Section  110(a)  of  the  CAA. 

MDAQMD  regulates  a  PM 
nonattainment  area  in  the  Trona 
subregion  of  the  Searles  Valley, 
classified  as  a  moderate  PM 
nonattainment  area,  (see  40  CFR  part 
81).  On  August  5,  2002,  EPA  found  that 
the  Trona  area  met  the  24  hour  and 
annual  PM-10  standard  as  of  December 
31,  1994  (see  67  FR  50805  and  66  FR 
31873),  meaning  that  between  1992  and 
1994  no  violations  of  either  PM 
standard  were  recorded.  Subsequently, 
the  area  has  maintained  its  attainment 
of  the  24  hour  and  annual  PM-10 
standards.  Rule  403.1  need  not  fulfill 
RACM  because  the  area  was  in 
attainment  of  the  standard  at  the  time  of 
designation  and  the  rule  would  not 
advance  the  area’s  attainment  date  (see 
57  FR  13560,  April  16,  1992).  To  be 
approved  into  the  SIP,  the  rule  must 
meet  the  enforceability  criteria  as 
described  by  Section  1 10(a)  of  the  CAA. 
For  the  purposes  of  a  maintenance  plan. 
Rule  403.1  contains  contingency 
measure  provisions:  however,  EPA  has 
neither  approved  a  maintenance  plan 
for  the  Trona  subregion,  nor  has  EPA 
invoked  the  need  to  implement  these 
contingency  measures. 

Guidance  and  policy  documents  that 
we  use  to  help  evaluate  specific 
enforceability  and  RACM  or  BACM 
requirements  consistently  include  the 
following: 

1.  Portions  of  the  proposed  post-1987 
ozone  and  carbon  monoxide  policy  that 
concern  RACT,  52  FR  45044,  November 
24,  1987. 

2.  “Issues  Relating  to  VOC  Regulation 
Cutpoints,  Deficiencies,  and  Deviations: 
Clarification  to  Appendix  D  of 
November  24,  1987  Federal  Register 
Notice,”  (Blue  Book),  notice  of 
availability  published  in  the  May  25, 
1988  Federal  Register. 

3.  “Guidance  Document  for  Correcting 
Common  VOC  &  Other  Rule 
Deficiencies,”  EPA  Region  9,  August  21, 
2001  (the  Little  Bluebook). 

4.  “State  Implementation  Plans: 
General  Preamble  for  the 
Implementation  of  Title  I  of  the  Clean 
Air  Act  Amendments  of  1990,”  57  FR 
13498  (April  16,  1992):  57  FR  18070 
(April  28,  1992). 

5.  “State  Implementation  Plans  for 
Serious  PM-10  Nonattainment  Areas, 
and  Attainment  Date  Waivers  for  PM-10 


Nonattainment  Areas  Generally: 
Addendum  to  the  General  Preamble  for 
the  Implementation  of  Title  I  of  the 
Clean  Air  Act  Amendments  of  1990,”  59 
FR  41998  (August  16,  1994). 

6.  “PM-10  Guideline  Document,” 

EPA  452/R-93-008,  April  1993. 

7.  “Fugitive  Dust  Background 
Document  and  Technical  Information 
Document  for  Best  Available  Control 
Measures,”  EPA  450/2-92-004, 
September  1992. 

B.  Do  the  rules  meet  the  evaluation 
criteria? 

GBUAPCD  Rule  401  contains 
provisions  which  do  not  meet  the 
evaluation  criteria  concerning 
enforceability.  These  provisions  are 
summarized  below  and  discussed 
further  in  the  TSD. 

KCAPCD  Rule  402  improves  the  SIP 
by  establishing  more  stringent  emission 
limits,  control  measures,  and 
monitoring  requirements.  The  rule  is 
largely  consistent  with  the  relevant 
policy  and  guidance  regarding 
enforceability  and  SIP  relaxations. 
However,  the  rule  has  provisions  which 
do  not  meet  the  evaluation  criteria 
regarding  enforceability.  These 
provisions  are  summarized  below  and 
discussed  further  in  the  TSD. 

MDAQMD  Rule  403.1  improves  the 
SIP  by  establishing  more  stringent 
emission  limits,  control  measures,  and 
monitoring  requirements.  The  rule  is 
largely  consistent  with  the  relevant 
policy  and  guidance  regarding 
enforceability  and  SIP  relaxations. 
However,  the  rule  has  provisions  which 
do  not  meet  the  evaluation  criteria  ‘ 
regarding  enforceability.  These 
provisions  are  summarized  below  and 
discussed  further  in  the  TSD. 

C.  What  are  the  rule  deficiencies? 

Regarding  Rule  GBUAPCD  Rule  401, 
the  provisions  listed  below  conflict  with 
section  110  and  part  D  of  the  Act  and 
prevent  full  approval  of  the  SIP 
revision. 

1.  The  rule  lacks  a  20%  opacity  limit. 
GBUAPCD  should  either  incorporate  or 
reference  such  a  20%  opacity  limit. 

2.  The  rule  lacks  a  clear  description 
of  required  control  measures  for  meeting 
the  rule’s  opacity  and  property  line  PM 
emission  limits.  GBUAPCD  should  also 
remove  the  “reasonable  precautions” 
language. 

3.  GBUAPCD  should  either  provide  a 
precise  wind  speed  exemption  from  the 
rule’s  emission  standards,  or  delete  the 
language  concerning  “normal  wind 
conditions”. 

4.  GBUAPCD  should  remove 
director’s  discretionary  language  in 
Section  D.l. 


5.  As  specified  by  the  PM-10  plan, 
GBUAPCD  should  define  required 
BACM  provisions  beyond  those  already 
adopted  to  reduce  Owens  dry  lakebed 
dust  emissions,  and  specify  an 
enforceable  implementation  schedule. 

Regarding  Rule  KCAPCD  Rule  402, 
the  provisions  listed  below  conflict  with 
section  110  and  part  D  of  the  Act  and 
prevent  full  approval  of  the  SIP 
revision. 

1.  The  definitions  for  “open  storage 
piles”  and  “prevailing  wind  direction” 
contain  instances  of  APCO  discretion 
that  should  be  delimited  by  specific 
criteria  for  adjudicating  the  issues 
within  these  definitions. 

2.  The  rule  provides  an  overly  broad 
exemption  for  agricultural  operations. 

3.  The  rule. provides  an  overly  broad 
exemption  for  actions  required  by 
federal  or  state  endangered  species 
legislation,  or  the  Surface  Mining  and 
Reclamation  Act. 

4.  The  rule  provides  an  overly  broad 
exemption  for  public  parks  and 
recreation  areas  such  as  county,  state, 
and  national  parks,  recreation  areas, 
forests,  and  monuments. 

5.  The  rule  provides  exemptions  for 
contractors  provided  reasonably 
available  control  measures  were 
implemented  prior  to  a  contract 
termination  date  and  a  final  grading 
inspection.  However,  no  records  are 
required  to  demonstrate  implementation 
of  reasonably  available  control 
measures. 

6.  Monitoring  provisions  are  set  aside 
for  large  operations  for  a  calendar 
quarter.  This  exemption  front 
monitoring  is  not  justified  or  explained. 

7.  The  rule  states  that  no  visible 
emissions  are  allowed  beyond  the 
property  line  of  an  active  operation: 
however,  the  rule  does  not  specify  an 
opacity  limit  and  the  test  methods  for 
determining  compliance  for  unpaved 
roads  which  are  exempted  from  the 
property  line  limit. 

8.  The  suggested  reasonably  available 
control  measures  for  fugitive  dust  listed 
in  Table  1  are  not  specific  and  lack 
standards  for  determining  compliance 
and  allied  test  methods. 

9.  Large  operations  may  set  aside 
applying  control  measures  if  the  APCO 
concurs  that  “special  technical,  e.g., 
non-economic  circumstances”  prevent 

,  control  measure  implementation.  This 
exemption  is  vague  and  allows  for 
inappropriate  Director’s  Discretion; 
KCAPCD  should  define  the 
circumstances  that  may  prevent  control 
measure  implementation  and  the 
criteria  the  APCO  will  use  to  decide 
these  issues. 

10.  The  rule  should  specify  that  all 
records  demonstrating  compliance 
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should  be  maintained  for  two  years  and 
made  available  to  the  Control  Officer 
upon  request. 

Regarding  Rule  MDAQMD  Rule  403.1, 
the  provisions  listed  below  conflict  with 
section  110  and  part  D  of  the  Act  and 
prevent  full  approval  of  the  SIP 
revision. 

1.  The  following  terms  should  be 
defined:  Brackish  water,  paved  roads 
used  for  industrial  activity.  Dust  Control 
Plan,  industrial  fugitive  dust  sources, 
industrial  fugitive  dust  sources,  and 
exterior  transfer  lines. 

2.  Sections  C.2.(a)(i),  C.2.(b)(i), 

C. 2(d)(i),  C.4(d)(i)  state  that  weekly 
brackish  water  treatments  or  biweekly¬ 
sweeping  and  collection  are  presumed 
to  be  sufficient  for  meeting  the  required 
Road  Surface  Silt  Loading  standard. 
However,  compliance  with  the  rule’s  silt 
loading  standard  needs  to  be  confirmed 
by  observations  using  the  appropriate 
test  method. 

3.  At  Section  C.4.(b),  there  is  a 
requirement  to  permanently  eliminate 
2,750  square  feet  of  bulk  material 
storage  piles  that  were  exposed  during 
1990;  however,  it  is  unclear  how  this 
provision  can  be  enforced  effectively 
given  the  lack  of  specificity  within  the 
rule  concerning  these  storage  piles. 

4.  Section  C.5  does  not  provide  a  date 
certain  by  which  the  BLM  and  the 
District  jointly  prepare  a  dust  control 
plan  that  reduces  BLM  PM-10 
emissions  by  at  least  20  percent  relative 
to  1990  levels. 

5.  The  exemption  for  agricultural 
operations  at  Section  D(l)(a)  should  be 
removed.  ,* 

6.  In  Section  F.l(c),  the  rule  should 
state  explicitly  what  the  freeboard 
requirements  are  instead  of 
incorporating  the  California  Vehicle 
Code  by  reference.  Also,  these 
requirements  should  be  incorporated 
within  the  appropriate  paragraph  in 
Section  C. 

D.  EPA  Recommendations  To  Further 
Improve  the  Rules 

We  have  no  additional 
recommendations. 

E.  Proposed  Action  and  Public  ' 
Comment 

As  authorized  in  sections  110(k)(3)  of 
the  Act,  we  are  proposing  a  disapproval 
of  the  submitted  GBUAPCD  Rule  401.  If 
finalized,  this  action  would  retain  the 
existing  1977  SIP  rule  in  the  SIP  and 
sanctions,  pursuant  to  section  179  of  the 
Act,  would  not  be  imposed  because 
Rule  401  is  not  a  required  CAA 
submittal.  Note  that  the  submitted  rule 
has  been  adopted  by  the  GBUAPCD,  and 
EPA’s  final  disapproval  would  not 
prevent  the  local  agency  from  enforcing 


it.  Our  disapproval  sets  aside 
incorporation  of  the  submitted  rule 
within  the  SIP. 

EPA  is  proposing  a  limited  approval 
of  KCAPCD  Rule  402  to  improve  the 
SIP,  as  authorized  in  sections  110(k)(3) 
and  301(a)  of  the  Act,  If  finalized,  this 
action  would  incorporate  the  submitted 
Rule  402  into  the  SIP,  including  those 
provisions  identified  as  deficient.  This 
approval  is  limited  because  EPA  is 
simultaneously  proposing  a  limited 
disapproval  of  the  rule  under  section 
110{k)(3).  If  this  disapproval  is 
finalized,  sanctions  will  not  be  imposed 
under  section  179  of  the  Act,  because 
Rule  402  is  not  a  required  submittal 
under  the  CAA  and  is  not  an  essential 
RACM  under  the  Indian  Wells 
Maintenance  Plan.  Note  that  the 
submitted  rule  has  been  adopted  by  the 
KCAPCD,  and  EPA’s  final  limited 
disapproval  would  not  prevent  the  local 
agency  from  enforcing  it. 

EPA  is  proposing  a  limited  approval 
of  MDAQMD  Rule  403.1  to  improve  the 
SIP,  as  authorized  in  sections  110(k)(3) 
and  301(a)  of  the  Acf.  If  finalized,  this 
action  would  incorporate  the  submitted 
Rule  403.1  into  the  SIP,  including  those 
provisions  identified  as  deficient.  This 
approval  is  limited  because  EPA  is 
simultaneously  proposing  a  limited 
disapproval  of  the  rule  under  s6ction 
110(k)(3).  If  this  disapproval  is 
finalized,  sanctions  will  not  be  imposed 
under  section  179  of  the  Act,  because 
Rule  403.1  is  not  an  essential  RACM 
given  the  ongoing  clean  data  observed 
in  the  Trona  subregion  since  1992.  Note 
that  the  submitted  rule  has  been 
adopted  by  the  MDAQMD,  and  EPA’s 
final  limited  disapproval  would  not 
prevent  the  local  agency  from  enforcing 
it. 

We  will  accept  comments  from  the 
public  on  the  proposed  disapproval  of 
GBUAPCD  Rule  401  and  the  proposed 
limited  approvals  and  limited 
disapprovals  of  KCAPCD  Rule  402  and 
MDAQMD  Rule  403.1  for  the  next  30 
days. 

III.  Statutory  and  Executive  Order 
Reviews 

A.  Executive  Order  12866,  Regulatory' 
Planning  and  Review 

The  Office  of  Management  and  Budget 
(OMB)  has  exempted  this  regulatory 
action  from  Executive  Order  12866, 
entitled  “Regulatory  Planning  and 
Review.’’ 

R.  Paperwork  Reduction  Act 

This  action  does  not  impose  an 
information  collection  burden  under  the 
provisions  of  the  Paperwork  Reduction 


Act,  44  U.S.C.  3501  et  seq.  Burden  is 
defined  at  5  CFR  1320.3(b). 

C.  Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act  (RFA) 
generally  requires  an  agency  to  conduct 
a  regulatory  flexibility  analysis  of  any 
rule  subject  to  notice  and  comment 
rulemaking  requirements  unless  the 
agency  certifies  that  the  rule  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
Small  entities  include  small  businesses, 
small  not-for-profit  enterprises,  and 
small  governmental  jurisdictions. 

This  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities  because  SIP  approvals  under 
section  110  and  subchapter  I,  part  D  of 
the  Clean  Air  Act  do  not  create  any  new 
requirements  but  simply  approve 
requirements  that  the  State  is  already 
imposing.  Therefore,  because  the 
Federal  SIP  approval  does  not  create 
any  new  requirements,  I  certify  that  this 
action  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

Moreover,  due  to  the  nature  of  the 
Federal-State  relationship  under  the 
Clean  Air  Act,  preparation  of  flexibility 
analysis  would  constitute  Federal 
inquiry  into  the  economic 
reasonableness  of  state  action.  The 
Clean  Air  Act  forbids  EPA  to  base  its 
actions  concerning  SIPs  on  such 
grounds.  Union  Electric  Co.,  v.  U.S. 

EPA,  427  U.S.  246,  255-66  (1976);  42 
U.S.C.  7410(a)(2). 

D.  Unfunded  Mandates  Reform  Act 

Under  section  202  of  the  Unfunded 

Mandates  Reform  Act  of  1995 
(“Unfunded  Mandates  Act”),  signed 
into  law  on  March  22,  1995,  EPA  must 
prepare  a  budgetary  impact  statement  to 
accompany  any  proposed  or  final  rule 
that  includes  a  Federal  mandate  that 
may  result  in  estimated  costs  to  State, 
local,  or  tribal  governments  in  the 
aggregate;  or  to  the  private  sector,  of 
$100  million  or  more.  Under  section 
205,  EPA  must  select  the  most  cost- 
effective  and  least  burdensome 
alternative  that  achieves  the  objectives 
of  the  rule  and  is  consistent  with 
statutory  requirements.  Section  203 
requires  EPA  to  establish  a  plan  for 
informing  and  advising  any  small 
governments  that  may  be  significantly 
or  uniquely  impacted  by  the  rule. 

EPA  has  determined  that  the  approval 
action  proposed  does  not  include  a 
Federal  mandate  that  may  result  in 
estimated  costs  of  $100  million  or  more 
to  either  State,  local,  or  tribal 
governments  in  the  aggregate,  or  to  the 
private  sector.  This  Federal  action 
proposes  to  approve  pre-existing 
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requirements  under  State  or  local  law, 
and  imposes  no  new  requirements. 
Accordingly,  no  additional  costs  to 
State,  local,  or  tribal  governments,  or  to 
the  private  sector,  result  from  this 
action. 

E.  Executive  Order  13132,  Federalism 

Federalism  (64  FR  43255,  August  10, 
1999)  revokes  and  replaces  Executive 
Orders  12612  (Federalism)  and  12875 
(Enhancing  the  Intergovernmental 
Partnership).  Executive  Order  13132 
requires  EPA  to  develop  an  accountable 
process  to  ensure  “meaningful  and 
timely  input  by  State  and  local  officials 
in  the  development  of  regulatory 
policies  that  have  federalism 
implications.”  “Policies  that  have 
federalism  implications”  is  defined  in 
the  Executive  Order  to  include 
regulations  that  have  “substantial  direct 
effects  on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.”  Under 
Executive  Order  13132,  EPA  may  not 
issue  a  regulation  that  has  federalism 
implications,  that  imposes  substantial 
direct  compliance  costs,  and  that  is  not 
required  by  statute,  unless  the  Federal 
government  provides  the  funds 
necessary  to  pay  the  direct  compliance 
costs  incurred  by  State  and  local 
governments,  or  EPA  consults  with 
State  and  local  officials  early  in  the 
process  of  developing  the  proposed 
regulation.  EPA  also  may  not  issue  a 
regulation  that  has  federalism 
implications  and  that  preempts  State 
law  unless  the  Agency  consults  with 
State  and  local  officials  early  in  the 
process  of  developing  the  proposed 
regulation. 

This  rule  will  not  have  substantial 
direct  effects  on  the  States,  on  the 
relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government,  as  specified  in 
Executive  Order  13132,  because  it 
merely  approves  a  state  rule 
implementing  a  federal  standard,  and 
does  not  alter  the  relationship  or  the 
distribution  of  power  and 
responsibilities  established  in  the  Clean 
Air  Act.  Thus,  the  requirements  of 
section  6  of  the  Executive  Order  do  not 
apply  to  this  rule. 

F.  Executive  Order  13175,  Coordination 
With  Indian  Tribal  Governments 

Executive  Order  13175,  entitled 
“Consultation  and  Coordination  with 
Indian  Tribal  Governments”  (65  FR 
67249,  November  9,  2000),  requires  EPA 
to  develop  an  accountable  process  to 


ensure  “meaningful  and  timely  input  by 
tribal  offic^ls  in  the  development  of 
regulatory  policies  that  have  tribal 
implications.”  This  proposed  rule  does 
not  have  tribal  implications,  as  specified 
in  Executive  Order  13175.  It  will  not 
have  substantial  direct  effects  on  tribal 
governments,  on  the  relationship 
between  the  Federal  government  and 
Indian  tribes,  or  on  the  distribution  of 
power  and  responsibilities  between  the 
Federal  government  and  Indian  tribes. 
Thus,  Executive  Order  13175  does  not 
apply  to  this  rule. 

EPA  specifically  solicits  additional 
comment  on  this  proposed  rule  from 
tribal  officials. 

G.  Executive  Order  13045,  Protection  of 
Children  From  Environmental  Health 
Risks  and  Safety  Risks 

EPA  interprets  Executive  Order  13045 
(62  FR  19885,  April  23,  1997)  as 
applying  only  to  those  regulatory 
actions  that  concern  health  or  safety 
risks,  such  that  the  analysis  required 
under  section  5-501  of  the  Executive 
Order  has  the  potential  to  influence  the 
regulation.  This  rule  is  not  subject  to 
Executive  Order  13045,  because  it 
approves  a  state  rule  implementing  a 
Federal  standard. 

H.  Executive  Order  13211,  Actions  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use 

This  rule  is  not  subject  to  Executive 
Order  13211,  “Actions  Concerning 
Regulations  That  Significantly  Affect 
Energy  Supply, 'Distribution,  or  Use”  (66 
FR  28355,  May  22,  2001)  because  it  is 
not  a  significant  regulatory  action  under 
Executive  Order  12866. 

/.  National  Technology  Transfer  and 
Advancement  Act 

Section  12  of  the  National  Technology 
Transfer  and  Advancement  Act 
(NTT  A  A)  of  1995  requires  Federal 
agencies  to  evaluate  existing  technical 
standards  when  developing  a  new 
regulation.  To  comply  with  NTTAA, 
EPA  must  consider  and  use  “voluntary 
consensus  standards”  (VCS)  if  available 
and  applicable  when  developing 
programs  and  policies  unless  doing  so 
would  be  inconsistent  with  applicable 
law  or  otherwise  impractical. 

The  EPA  believes  that  VCS  are 
inapplicable  to  this  action.  Today’s 
action  does  not  require  the  public  to 
perform  activities  conducive  to  the  use 
of  VCS. 

List  .of  Subjects  in  40  CFR  Part  52 

Environmental  protection.  Air 
pollution  control.  Intergovernmental 
relations.  Nitrogen  dioxide.  Particulate 


matter.  Reporting  and  recordkeeping 
requirements. 

Authority:  42  U.S.C.  7401  et  seq. 

Dated:  October  20,  2008. 

Laura  Yoshii, 

Acting  Regional  Administrator,  Region  IX. 
(FR  Doc.  E8-27301  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6S60-50-P 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

48  CFR  Parts  2, 4, 12,  39,  and  52 

[FAR  Case  2008-019;  Docket  2008-0001 ; 
Sequence  1] 

RIN  9000-AL11 

Federal  Acquisition  Regulation;  FAR 
Case  2008-019,  Authentic  Information 
Technology  Products 

AGENCIES:  Department  of  Defense  (DoD), 
General  Services  Administration  (GSA), 
and  National  Aeronautics  and  Space 
Administration  (NASA). 

ACTION:  Advance  notice  of  proposed 
rulemaking  and  public  meeting. 

SUMMARY:  The  Civilian  Agency 
Acquisition  Council  and  the  Defense 
Acquisition  Regulations  Council 
(Councils)  are  seeking  comments  from 
both  Government  and  industry  on 
whether  the  Federal  Acquisition 
Regulation  (FAR)  should  be  revised  to 
include  a  requirement  that  contractors 
selling  information  technology  (IT) 
products  (including  computer  hardw'are 
and  software)  represent  that  such 
products  are  authentic.  The  Councils  are 
also  interested  in  comments  regarding 
contractor  liability  if  IT  products  sold  to 
the  Government,  by  contractors,  are  not 
authentic.  Additionally,  the  Councils 
are  seeking  comments  on  whether 
contractors  who  are  resellers  or 
distributors  of  computer  hardware  and 
software  should  represent  to  the 
Government  that  they  are  authorized  by 
the  original  equipment  manufacturer 
(OEM)  to  sell  the  information 
technology  products  to  the  Government. 
Finally,  the  Councils  invite  comments 
on  (1)  whether  the  measures 
contemplated  above  should  be  extended 
to  other  items  purchased  by  the 
Government:  and  (2)  whether  the  rule 
should  apply  when  information 
technology  is  a  component  of  a  system 
or  assembled  product. 


68374 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Proposed  Rules 


DATES:  Public  Meeting:  A  public  meeting 
will  be  held  on  December  11,  2008,  from 
9:00  a.m.  to  3  p.m.  EST,  in  the  National 
Aeronautics  and  Space  Administration 
James  E.  Webb  Memorial  Auditorium, 
300  E  Street  SW,  Washington,  DC 
20546.  The  visitors’  entrance  is  on  the 
west  end  of  the  building  at  the  corner 
of  4th  and  E  Streets  SW.  Attendees  are 
encouraged  to  arrive  at  least  thirty 
minutes  early  to  accommodate  security 
procedures. 

If  you  wish  to  make  a  presentation  on 
this  topic,  please  contact  and  submit  a 
copy  of  your  presentation  by  December 
1,  2008,  to  General  Services 
Administration,  Contract  Policy 
Division  (VPC),  1800  F  Street,  NW, 

Room  4040,  Attn:  Edward  N.  Chambers, 
Washington,  DC  20405.  Telephone: 
202-501-3221. 

Submit  electronic  materials  via  e-mail 
to  Chambers.Edward@gsa.gov.  Please 
submit  presentations  only  and  cite 
Public  Meeting  2008-019  in  all 
correspondence  related  to  this  public 
meeting.  The  submitted  presentations 
will  be  the  only  record  of  the  public 
meeting.  If  you  intend  to  have  your 
presentation  considered  as  a  public 
comment  in  the  formulation  of  the 
proposed  rule,  the  presentation  must  be 
submitted  separately  as  a  written 
comment  as  instructed  below. 

Special  Accommodations:  The  public 
meeting  is  physically  accessible  to 
people  with  disabilities.  Request  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to 
Edward  N.  Chambers,  at  202-501-3221, 
at  least  5  working  days  prior  to  the 
meeting  date. 

Comments:  Interested  parties  should 
submit  written  comments  to  the  FAR 
Secretariat  on  or  before  January  20,  2009 
to  be  considered  in  the  formulation  of 
a  final  rule. 

ADDRESSES:  Submit  comments 
identified  by  FAR  case  2008-019  by  any 
of  the  following  methods: 

•  Regulations.gov:  http:// 
www.reguIations.gov.  Submit  comments 
via  the  Federal  eRulemaking  portal  by 
inputting  “FAR  Case  2008-019”  under 
the  heading  “Comment  of  Submission”. 
Select  the  link  “Send  a  Comment  or 
Submission”  that  corresponds  with  FAR 
Case  2008-019.  Follow  the  instructions 
provided  to  complete  the  “Public 
Comment  and  Submission  Form”. 

Please  include  your  name,  company 
name  (if  anyj,  and  “FAR  Case  2008- 
019”  on  your  attached  document. 

•  Fax:  202-501-4067. 

•  Mail:  General  Services 
Administration,  Regulatory  Secretariat 
(VPRJ,  1800  F  Street,  NW,  Room  4041, 
ATTN:  Laurieann  Duarte,  Washington, 
DC  20405. 


Instructions:  Please  submit  comments 
only  and  cite  FAR  case  2008-019  in  all 
correspondence  related  to  this  case.  All 
comments  received  will  be  posted 
without  change  to  http:// 
www.reguIations.gov,  including  any 
personal  and/or  business  confidential 
information  provided. 

FOR  FURTHER  INFORMATION  CONTACT  Mr. 

Edward  N.  Chambers,  Procurement 
Analyst,  at  (202)  501-3221  for 
clarification  of  content.  For  information 
pertaining  to  status  or  publication 
schedules,  contact  the  FAR  Secretariat 
at  (202)  501-4755.  Please  cite  FAR  case 
2008-019. 

SUPPLEMENTARY  INFORMATION:  The 

widespread  availability  of  counterfeit 
Information  Technology  (IT)  products 
presents  a  multidimensional  threat  to 
our  nation.  While  it  is  estimated  that 
our  nation’s  industries  and  governments 
lose  millions  of  dollars  each  year  to 
counterfeiters,  the  trade  in  counterfeit 
IT  products  also  presents  serious  threats 
to  our  national  security  and  consumer 
safety. 

Today,  IT  products,  such  as  computer 
network  hardware,  (the  infrastructure  of 
business,  healthcare,  education,  and 
communication  and  information 
networks)  and  integrated  circuits  (IC), 
are  used  in  a  wide  range  of  applications; 
including  automobiles,  aircraft, 
computers,  telecommunications, 
medical  devices,  and  consumer 
electronics.  These  IT  products  are  also 
essential  to  our  national  infrastructure 
systems;  such  as  air  traffic  control, 
financial  and  telecommunication 
networks,  and  government  and  military 
communications,  information,  and 
operating  systems. 

Counterfeit  network  hardware  and  ICs 
pose  a  risk  in  that  they  frequently  do  not 
meet  the  quality  standards  of  genuine 
equipment.  Various  information 
indicates  that  these  products  have  a 
higher  failure  rate  than  genuine 
equipment,  and  often  fail  upon 
installation,  or  weeks  or  months  after 
installation.  Thus,  these  counterfeit  IT 
products  pose  a  threat  to  the  national 
security  and  consumer  safety  because 
when  they  fail,  the  entire  systems  in 
which  they  are  embedded  may  also  fail. 

The  Councils  believe  requiring 
contractors  to  represent  that  the  IT 
products  they  sell  to  the  Government 
are  authentic,  will  aid  in  efforts  to 
combat  counterfeit  IT  products.  In 
addition  to  commenting  on  the 
Government  proposal,  the  public  and 
industry  are  invited  to  offer  suggestions 
on  other  ways  to  limit  the  risk  to  the 
Government  from  acquiring  counterfeit 
IT  products. 


To  facilitate  public  comment,  the 
Councils  have  attached  provisional  FAR 
text. 

While  the  focus  of  this  notice  is  IT 
products,  comments  are  invited  on  (1) 
whether  the  measures  proposed  herein 
should  be  expanded  to  include  other 
items  sold  to  the  Government  and  (2) 
whether  the  rule  should  apply  when 
information  technology  is  a  component 
of  a  system  or  assembled  product. 
Further,  the  provisional  text  places  the 
OEM  in  the  role  of  “gatekeeper”  as  to 
who  is  an  authorized  distributor  or 
reseller.  Is  there  another  party  or 
process  which  would  be  more 
appropriate  to  this  role?  Also,  through 
what  means  should  authorized  status  be 
substantiated?  By  a  letter  from  the  OEM, 
or  a  reference  on  an  OEM  website? 

This  is  not  a  significant  regulatory 
action  and,  therefore,  was  not  subject  to 
review  under  Section  6(b)  of  Executive 
Order  12866,  Regulatory  Planning  and 
Review,  dated  September  30,  1993.  This 
rule  is  not  a  major  rule  under  5  U.S.C. 
804. 

List  of  Subjects  in  48  CFR  Parts  2,  4, 12, 
39,  and  52 

Government  procurement. 

Dated:  November  12,  2008. 

A1  Matera, 

Director,  Office  of  Acquisition  Policy. 

Therefore,  DoD,  GSA,  and  NASA 
propose  amending  48  CFR  parts  2,  4,  12, 
39,  and  52  as  set  forth  below: 

1.  The  authority  citation  for  48  CFR 
parts  2,  4,  12,  39,  and  52  continues  to 
read  as  follows: 

Authority:  40  U.S.C.  121(c):  10  U.S.C. 
chapter  137;  and  42  U.S.C.  2473(c). 

PART  2— DEFINITIONS  OF  WORDS 
AND  TERMS 

2.  Amend  section  2.101  in  paragraph 
(b)  in  tbe  definition  “Information 
technology”  by  revising  paragraph  (2)  to 
read  as  follows: 

2.101  Definitions. 

***** 

(b)  *  *  * 

Information  technology  *  *  * 

(2)  The  term  “information 
technology”  includes — 

(i)  Computers: 

(ii)  Ancillary  equipment  (including 
imaging  peripherals,  input,  output,  and 
storage  devices  necessary  for  security 
and  surveillance); 

(iii)  Peripheral  equipment  designed  to 
be  controlled  by  the  central  processing 
unit  of  a  computer; 

(iv)  Software,  firmware  and  similar 
products; 

(v)  Services  (including  support 
services):  and 
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(vi)  Related  resources. 
***** 

PART  4— ADMINISTRATIVE  MATTERS 

3.  Amend  section  4.1202  by  adding 
paragraph  (cc)  to  read  as  follows: 

4.1202  Solicitation  provisions  and 
contract  clauses. 

***** 

(cc)  52.239— XX,  Authentic 
Information  Technology  Products— 
Representation. 

PART  12— ACQUISITION  OF 
COMMERCIAL  ITEMS 

4.  Amend  section  12.301  hy  adding 
paragraphs  (d)(3)  and  (d)(4)  to  read  as 
follows: 

12.301  Solicitation  provisions  and 
contract  clauses  for  the  acquisition  of 
commercial  items. 

***** 

(d)  *  *  * 

(3)  Insert  the  provision  at  52.239-XX, 
Authentic  Information  Technology 
Products — Representation,  as  prescribed 
at  39.107(b)(1). 

(4)  Insert  the  clause  at  52.239-YY, 
Authentic  Information  Technology 
Products,  as  prescribed  at  39.107(b)(2). 
***** 

PART  39— ACQUISITION  OF 
INFORMATION  TECHNOLOGY 

5.  Amend  section  39.002  by  adding, 
in  alphabetical  order,  the  definition 
“Counterfeit  information  technology 
product”  to  read  as  follows: 

39.002  Definitions. 
***** 

Counterfeit  information  technology 
product  means  any  item  of  information 
technology  (IT),  including  hardware  and 
software,  that  is  an  unauthorized  copy, 
replica,  or  substitute. 
***** 

6.  Amend  section  39.101  by  adding 
paragraph  (e)  to  read  as  follows: 

39.101  Policy. 

***** 

(e)  To  protect  the  Government  from 
procuring  counterfeit  IT  products, 
agencies  shall  ensure  that  all 
acquisitions  for  IT  products  are 
procured  from  the  original  equipment 
manufacturer  (OEM),  software 
developer,  or  authorized  distributor  or 
reseller.  Agencies  shall  ensure  that  all 
solicitations  and  contracts  for  the 
acquisition  of  IT  products  include  a 
requirement  for  the  offeror  or  contractor 
to  represent  that  the  IT  products  being 
sold  under  its  contract  to  the 
Government  are  not  counterfeit. 


39.102  [Amended] 

7.  Amend  section  39.102  by  removing 
from  paragraph  (b)  “availability,”  and 
adding  “availability,  counterfeit  IT 
products,  performance,  security,”  in  its 
place. 

8.  Amend  section  39.107  by 
designating  the  undesignated  paragraph 
as  paragraph  (a);  and  adding  paragraph 
(b)  to  read  as  follows: 

39. 1 07  Contract  clause. 
***** 

(b)(1)  The  contracting  officer  shall 
insert  the  provision  at  52.239-XX, 
Authentic  Information  Technology 
Products — Representation,  in  all 
solicitations  for  the  acquisition  of  IT 
products. 

(2)  The  contracting  officer  shall  insert 
the  clause  at  52.239— YY,  Authentic 
Information  Technology  Products,  in  all 
contracts  for  the  acquisition  of  IT 
products. 

PART  52— SOLICITATION  PROVISIONS 
AND  CONTRACT  CLAUSES 

52.239- 1  [Amended] 

9.  Amend  section  52.239-1  by 
removing  from  the  introductory 
paragraph  “39.107”  and  adding 
“39.107(a)”  in  its  place. 

10.  Add  sections  52.239— XX  and 

52.239- YY  to  read  as  follows: 

52.239- XX  Authentic  Information 
Technology  Products — Representation. 

As  prescribed  in  39.107(b)(1),  insert 
the  following  provision: 

AUTHENTIC  INFORMATION 
TECHNOLOGY  PRODUCTS— 
REPRESENTATION  (DATE) 

(a)  Definition.  Counterfeit  information 
technology  product  means  any  item  of 
information  technology  (IT),  including 
hardware  and  software,  that  is  an 
unauthorized  copy,  replica,  or 
substitute. 

(b)  To  be  eligible  for  award  of  the 
proposed  contract,  an  offeror  must — 

(1)  Be  either  the  original  equipment 
manufacturer  (OEM);  or 

(2)  Have  written  authorization  from 
the  OEM  or  software  developer  to 
function  as  a  distributor  or  reseller  of 
the  subject  products. 

(c)  By  submission  of  this  offer,  the 
offeror  represents  that — 

(1)  The  IT  products  to  be  sold  or 
leased  to  the  Government  under  the 
proposed  contract  are  authentic  and  not 
counterfeit:  and 

(2)  It  is  the  original  equipment 
manufacturer  or  software  developer,  or 
an  authorized  distributor  or  reseller  for 
the  IT  products. 

(End  of  provision) 


52.239-YY  Authentic  Information 
Technology  Products. 

As  prescribed  in  39.107(b)(2),  insert 
the  following  clause: 

AUTHENTIC  INFORMATION 
TECHNOLOGY  PRODUCTS  (DATE) 

(a)  Definition.  Counterfeit  information 
technology  product  means  any  item  of 
information  technology  (IT),  including 
hardware  and  software,  that  is  an  , 
unauthorized  copy,  replica,  or 
substitute. 

(b)  The  Contractor  shall  sell  to  the 
Government  only  IT  products  that  are 
authentic  and  not  counterfeit.  In  the 
event  that  such  IT  products  are 
determined  to  be  counterfeit,  there  is  no 
limitation  to  the  Contractor’s  liability. 

(End  of  clause) 

[FR  Doc.  E8-27275  Filed  11-17-08;  8:45  am) 
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DEPARTMENT  OF  TRANSPORTATION 
Federal  Transit  Administration 

49  CFR  Part  605 
[Docket  No.  FTA-2008-0044] 

RIN  2132-ABOO 

School  Bus  Operations 

AGENCY:  Federal  Transit  Administration 
(FTA),  DOT. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  Through  this  notice,  the 
Federal  Transit  Administration  (FTA) 
proposes  to  amend  its  school  bus 
operations  regulations.  Most  notably, 
FTA  proposes  to  clarify  several 
definitions,  amend  the  school  bus 
operations  complaint  procedures,  and 
implement  Section  3023(f)  of  the  Safe, 
Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 
Users  (SAFETEA-LU).  FTA  seeks 
comment  on  this  notice  from  interested 
parties. 

DATES:  Comments  must  be  received  by 
February  17,  2009.  FTA  will  consider 
late  filed  comments  to  the  extent 
practicable. 

ADDRESSES:  You  may  submit  comments 
by  one  of  the  following  methods. 

•  Federal  e-Rulemaking  Portal: 
http://www.reguIations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Fax:  1-202-493-2251. 

•  U.S.  Post  or  Express  Mail:  U.S. 
Department  of  Transportation,  Docket 
Operations,  West  Building  Ground 
Floor,  Room  W12-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590. 

•  Hand  Delivery:  The  West  Building 
of  the  U.S.  Department  of 
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Transportation,  1200  New  Jersey 
Avenue,  SE,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 

Instructions:  You  must  include  the 
agency  name  (Federal  Transit 
Administration)  and  the  Docket  number 
{FTA-2008-0044)  or  the  Regulatory 
Identification  Number  (RIN)  (2132- 
ABOO)  for  this  notice  at  the  beginning  of 
your  comment.  You  should  include  two 
copies  of  your  comment  if  you  submit 
it  by  mail.  If  you  wish  to  receive 
confirmation  that  FTA  received  your 
comment,  you  must  include  a  self- 
addressed  stamped  postcard.  Note  that 
FTA  will  post  all  comments  that  it 
receives,  including  any  personal 
information  provided  therein,  without 
change,  to  http://www.regulations.gov. 

Due  to  security  procedures  in  effect 
since  October  2001  regarding  mail 
deliveries,  mail  received  through  the 
U.S.  Postal  Service  may  be  subject  to 
delays.  A  party  that  submits  a  comment 
responsive  to  this  notice  should 
consider  using  an  express  mail  firm  to 
ensure  the  prompt  filing  of  any 
submissions  not  filed  electronically  or 
by  hand. 

FOR  FURTHER  INFORMATION  CONTACT: 

Michael  L.  Culotta,  Attorney,  Office  of 
Chief  Counsel,  Federal  Transit 
Administration,  U.S.  Department  of 
Transportation,  1200  New  Jersey 
Avenue,  SE.,  East  Building — 5th  Floor, 
Washington,  DC  20590.  E-mail: 
MichaeI.CuIotta@dot.gov.  Telephone: 
(202) 366-1936. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 
A.  Introduction 

FTA  issues  this  Notice  of  Proposed 
Rulemaking  regarding  its  school  bus 
operations  regulations  at  49  CFR  part 
605  pursuant  to  the  changes  Congress 
requires  in  section  3023(f)  of  the  Safe, 
Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 
Users  (SAFETEA-LU),^  to  provide 
clarification  in  the  context  of  the  U.S. 
District  Court  for  the  Western  District  of 
New  York’s  decision  in  Rochester- 
Genesee  Regional  Transportation 
Authority  V.  Hynes-Cherin,^  and 
generally,  to  update  the  regulation. 
Through  this  Notice  of  Proposed 
Rulemaking,  FTA  intends  to  provide  its 
grantees  with  a  regulatory  basis  which 
will  allow  them  to  continue  to  provide 
the  service  that  FTA  historically  has 
allowed  through  administrative 


’  Safe,  Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for  Users 
(SAFETEA-LIJ)  sec.  3023,  49  U.S.C.  5323(0  (2006). 
2  531  F.Supp.2d  494  (W.D.N.Y.  2008). 


adjudications,  while  simultaneously 
satisfying  the  statutory  requirements  of 
49  U.S.C.  5323(f).  To  the  extent  that 
FTA  departs  from  any  previous 
guidance  with  respect  to  its  school  bus 
operations  regulations,  FTA  sets  forth 
its  reasons  below. 

R.  Statutory  and  Regulatory  History 

In  1973,  Congress  passed  the  Federal- 
Aid  Highway  Act,  which  authorizes 
FTA  to  provide  financial  assistance  to  a 
grantee  under  49  U.S.C.  Chapter  53  only 
if  the  grantee  agrees  “not  to  provide 
school  bus  transportation  that 
exclusively  transports  students  and 
school  personnel  in  competition  with  a 
private  school  bus  operator.”  ^ 
Congress’s  intent  in  enacting  this 
provision  was  to  prevent  unfair 
competition  between  federally  funded 
public  transportation  systems  and 
private  school  bus  operators."* 

In  1976,  the  Urban  Mass 
Transportation  Administration,  now 
FTA,  codified  regulations  at  49  CFR  part 
605  which  implemented  the  above 
statutory  provision.®  Under  49  CFR 
605.14,  FTA  may  not  provide  financial 
assistance  to  a  grantee  “unless  the 
applicant  and  the  Administrator  shall 
have  first  entered  into  a  written 
agreement  that  the  applicant  will  not 
engage  in  school  bus  operations 
exclusively  for  the  transportation  of 
students  and  school  personnel  in 
competition  with  private  school  bus 
operators.”®  FTA  defines  “school  bus 
operations”  as  “transportation  by  bus 
exclusively  for  school  students, 
personnel  and  equipment.  *  *  *”7 

FTA  exempts  “tripper  service”  from 
the  prohibition  of  schogl  bus 
operations.®  FTA  defines  “tripper 
service”  as  “regularly  scheduled  mass 
transportation  service  which  is  open  to 
the  public,  and  which  is  designed  or 
modified  to  accommodate  the  needs  of 
school  students  and  personnel,  using 
various  fare  collections  or  subsidy 
systems.”® 

On  August  10,  2005,  President  George 
W.  Bush  signed  SAFETEA-LU  into  law. 
Section  3023(f)(3)  of  SAFETEA-LU 
provides,  “If  the  Secretary  finds  that  an 
applicant,  governmental  authority,  or 

2  Federal  Aid  Highway  Act  of  1973,  Public  Law 
No.  93-87,  sec.  164(b),  87  Stat.  250,  281-82  (1973) 
(codified  as  amended  at  49  U.S.C.  5323(f)  (2006)). 

*  Chicago  Transit  Auth.  v.  Adams,  607  F.2d  1284, 
1292-93  (7th  Cir.  1979)  (citing  H.R.  REP.  NO.  93- 
410,  at  87  (1973)  (Conf.  Rep.);  S.  REP.  NO.  93-355, 
at  87  (1973)  (Conf.  Rep.)). 

®  See  Codification  of  Charter  Bus  Operations 
Regulations,  41  FR  14,122  (Apr.  1, 1976)  (codified 
at  49  CFR  part  605  (2007)). 

*49  CFR  605.14  (2007). 

2  49  CFR  605.3(b). 

*49  CFR  605.13. 

9 49  CFR  605.3(b). 


publicly  owned  operator  has  violated 
the  [school  bus]  agreement  *  *  *  the 
Secretary  shall  bar  a  recipient  or  an 
operator  from  receiving  Federal  transit 
assistance  in  an  amount  the  Secretary 
considers  appropriate.”  *“  Prior  to 
SAFETEA-LU,  Congress  required  the 
Secretary  of  Transportation  to 
completely  bar  a  violator  of  49  CFR  part 
605  of  all  Federal  transit  funds  to  which 
it  was  entitled.** 

C.  Rochester-Genesee  Regional 
Transportation  Authority  V.  Hynes-  • 
Cherin 

On  January  24,  2008,  the  U.S.  District 
Court  for  the  Western  District  of  New 
York  issued  a  decision  in  Rochester- 
Genesee  Regional  Transportation 
Authority  which  set  aside  FTA’s 
interpretation  of  its  school  bus 
operations  regulations  at  49  CFR  part 
605. *2  The  Court  allowed  the  Rochester- 
Genesee  Regional  Transportation 
Authority  (RGRTA)  to  restructure  its 
public  transportation  operation  through 
the  addition  of  240  new  express  school 
bus  routes  proposed  to  serve  the 
Rochester  City  School  District  (RCSD) 
and  its  students.*® 

In  its  decision,  the  Court  narrowly 
interpreted  the  word  “exclusively”  in 
FTA’s  definition  of  “school  bus 
operations”  and  concluded  that 
technically,  because  a  member  of  the 
general  public  hypothetically  could 
board  a  bus  along  one  of  RGRTA’s 
proposed  240  routes,  RGRTA  did  not 
propose  to  “exclusively”  transport 
students,  and  therefore,  RGRTA’s 
proposed  express  school  bus  service  did 
not  constitute  an  impermissible  school 
bus  operation.*"*  Additionally,  the  Court 
broadly  interpreted  FTA’s  definition  of 
“tripper  service”  citing  United  States  ex 
rel.  Lamers  v.  City  of  Green  Say  for  the 
proposition  that  a  grantee  may 
“completely  redesign  its  transit  system 
to  accommodate  school  children  as  long 
as  all  routes  are  accessible  to  the  public 
and  the  public  is  kept  informed  of  route 
changes.”*® 

D.  School  Rus  Operations  Policy 
Statement 

On  September  16,  2008,  in  the  context 
of  the  Court’s  decision  in  Rochester- 
Genesee  Regional  Transportation 
Authority,  FTA  issued  a  “Final  Policy 
Statement  on  FTA’s  School  Bus 


>0  SAFETEA-LU  sec.  3023(f)(3). 

"  See  49  CFR  605.33(b)  (2004). 

’2  See  Hochester-Genesee  Reg’l  Transp.  Auth.,  531 
F.Supp.2d  521-22. 
at  507-17. 

Id.  at  507-09. 

'*/d.  at  512  (citing  United  States  ex  rel.  Lamers 
V.  Citv  of  Green  Bay.  168  F.3d  1013,  1019  (7th  Cir. 
1999)). 
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Operations  Regulations.”  In  the 
policy  statement,  FTA  noted  that  it 
respects  the  Court’s  decision  in  the 
Western  District  of  New  York;  however, 
FTA  found  the  Court’s  decision 
problematic  because,  if  applied 
elsewhere  in  the  United  States,  the 
decision  could  obstruct  FTA’s  ability  to 
execute  and  implement  Congress’ 
school  bus  prohibition  and  its  express 
intent  regarding  that  prohibition.^^  FTA 
found  that  if  it  permitted  a  grantee  to 
provide  school  bus  operations  so  long  as 
the  service  is  technically  open  to  the 
public,  then  Congress’s  purpose  of 
protecting  private  school  bus  operators 
would  be  nullified.^®  Such  an 
interpretation  would  create  a  loophole 
in  the  statutory  and  regulatory  scheme 
which  would  permit  FTA’s  grantees  to 
displace  private  school  bus  operators 
with  ease.^^  Clearly,  Congress  did  not 
intend  this  result,  otherwise.  Congress 
would  not  have  passed  the  statutory 
provision  at  49  U.S.C.  5323(f). 

Thus,  in  the  policy  statement,  FTA 
interpreted  the  term  “tripper  service”  as 
it  historically  has  interpreted  that 
definition  to  allow  a  grantee  to  (1) 
utilize  various  fare  collections  or 
subsidy  systems,  (2)  modify  the 
frequency  of  service,  and  (3)  make  de 
minimis  route  alterations  from  route 
paths  in  the  immediate  vicinity  of 
schools  to  stops  located  at  or  in  close 
proximity  to  the  schools.^'  FTA 
interpreted  the  term  “exclusively”  as 
used  in  FTA’s  definition  of  school  bus 
operations  at  49  CFR  605.3(b)  to 
encompass  any  service  that  a  reasonable 
person  would  conclude  was  primarily 
.designed  to  accommodate  students  and 
school  personnel,  and  only  incidentally 
to  serve  the  non-student  general 
public.^2  [n  the  policy  statement,  FTA 
expressed  its  intention  to  issue  a  Notice 
of  Proposed  Rulemaking  to  amend  the 
regulatory  text  at  49  CFR  part  605.^3 

II.  Notice  of  Proposed  Rulemaking 

A.  Introduction 

FTA  issues  this  Notice  of  Proposed 
Rulemaking  regarding  its  school  bus 
operations  regulations  at  49  CFR  part 
605  pursuant  to  the  changes  Congress 
requires  in  section  3023(f)  of  the  Safe, 
Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 


Final  Policy  Statement  on  FTA's  School  Bus 
Operations  Regulations.  73  FR  53.384  (Sept.  16. 
2008). 

'^73  FR  53.390. 

'"73  FR  53.387. 

'«73  FR  53.387. 

•"'73FR  53.387. 

73  FR  53.390. 

22  73  FR  53.390. 

2273  FR  53.385. 


Users  (SAFETEA-LU),2‘*  to  provide 
clarification  in  the  context  of  the  U.S. 
District  Court  for  the  Western  District  of 
New  York’s  decision  in  Rochester- 
Genesee  Regional  Transportation 
Authority  V.  Hynes-Cherin,^^  and 
generally  to  update  the  regulation. 
Through  this  Notice  of  Proposed 
Rulemaking,  FTA  intends  to  provide  its 
grantees  with  a  regulatory  basis  which 
will  allow  them  to  continue  to  provide 
the  service  that  FTA  historically  has 
allowed  through  administrative 
adjudications,  while  simultaneously 
satisfying  its  statutory  requirements 
under  49  U.S.C.  5323(f).  To  the  extent 
that  FTA  departs  from  any  previous 
guidance  with  respect  to  its  school  bus 
operations  regulations,  FTA  sets  forth 
its  reasons  below. 

When  drafting  this  Notice  of  Proposed 
Rulemaking,  FTA  sought  comment  from 
interested  parties  on  the  existing  school 
bus  operations  regulation  at  49  CFR  part 
605.  On  June  11,  2008,  FTA  met  with 
representatives  from  the  National 
School  Transportation  Association  to 
discuss  viewpoints  from  private  school 
bus  operators  on  the  existing  school  bus 
operations  regulation.  On  July  29,  2008, 
FTA  met  with  representatives  from  the 
American  Public  Transportation 
Association,  the  Washington 
Metropolitan  Area  Transit  Authority, 
the  Champaign-Urbana  Mass  Transit 
District,  the  Greater  Cleveland  Regional 
Transit  Authority,  the  Alameda-Contra 
Costa  Transit  District,  The  Rapid,  and 
the  Council  of  the  Great  City  Schools  to 
discuss  viewpoints  from  operators  of 
public  transportation  systems  and 
public  school  districts  on  the  existing 
school  bus  operations  regulation.  FTA 
intends  to  post  on  docket  number  FTA- 
2008-0044  information  from  the 
meetings  mentioned  above,  such  as 
attendance  sheets  and  rulemaking 
proposals. 

On  September  16,  2008,  FTA  issued  a 
“Final  Policy  Statement  on  FTA’s 
School  Bus  Operations  Regulations” 
that  clarifies  FTA’s  interpretation  of  its 
school  bus  operations  regulations  at  49 
CFR  part  605.^®  The  public  provided 
FTA  with  over  600  comments  at  docket 
number  FTA-2008-0015  regarding 
FTA’s  proposed  policy  statement,  and 
FTA  considered  those  comments  in 
developing  this  Notice  of  Proposed 
Rulemaking. 

R.  Section-by-Section  Analysis 

In  this  section,  FTA  discusses  the 
differences  between  the  existing 
regulation  and  the  proposed  regulation. 


2'‘ SAFETEA-LU  sec.  3023. 
2»531  F.Supp.2d  494. 

2"  73  FR  53.384. 


In  addition  to  seeking  general  comments 
on  the  proposed  regulation,  FTA 
requests  comments  on  the  specific 
issues  indicated  below. 

1.  Subpart  A — General 

a.  Purpose  (§605.1) 

FTA  proposes  to  amend  49  CFR  605.1 
to  update  statutory  citations. 
Additionally,  FTA  proposes  to  amend 
49  CFR  605.1  to  include  the  language  of 
49  U.S.C.  5323(f),  specifically, 

“Financial  assistance  under  this  chapter 
may  be  used  for  a  capital  project,  or  to 
operate  public  transportation  equipment 
or  a  public  transportation  facility,  only 
if  the  applicant  agrees  not  to  provide 
schoolbus  transportation  that 
exclusively  transports  students  and 
school  personnel  in  competition  with  a 
private  schoolbus  operator.” 

b.  Scope  (§605.2) 

FTA  proposes  to  amend  49  CFR  605.2 
to  update  statutory  citations. 

c.  Definitions  (§605.3) 
i.  General 

FTA  proposes  to  amend  49  GFR  605.3 
to  update  statutory  citations. 

FTA  proposes  to  add  a  definition  of 
the  term  “Chief  Counsel”  to  provide 
clarification  with  respect  to  FTA’s 
proposed  procedures  under  Subpart  B 
and  Subpart  C. 

FTA  proposes  to  delete  the  term 
“grant  contract”  because  it  is  no  longer 
applicable  under  FTA’s  proposed 
agreement  requirements  at  49  CFR 
605.11. 

FTA  proposes  to  update  the  term 
“grantee”  to  include  subrecipients  of 
federal  financial  assistance  under  49 
U.S.C.  Chapter  53  and  23  U.S.C.  133  and 
142. 

FTA  proposes  to  delete  the  term 
“incidental”  because  it  is  no  longer 
applicable  to  49  CFR  part  605.  FTA 
cautions  grantees,  however,  that  FTA 
Circular  5010.1  defines  “incidental  use” 
as: 

[Tlhe  authorized  use  of  real  property  and 
equipment  acquired  with  FTA  funds  for  the 
purposes  of  transit  service  but  which  also  has 
limited  non-transit  use  due  to  transit 
operating  circumstances.  Such  use  must  be 
compatible  with  the  approved  purposes  of 
the  project  and  not  interfere  with  intended 
public  transportation  uses  of  project  assets. 

FTA  propo.ses  to  delete  the  term 
“tripper  service.”  FTA  discusses  this 
proposal  in  section  (II)(B)(2)(d)  below. 

FTA  proposes  to  delete  the  term 
“urban  area”  and  replace  it  with  the 
term  “geographic  service  area”  which 
means  “the  area  in  which  a  recipient  is 
authorized  to  provide  public 
transportation  service  under  appropriate 
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local,  state,  and  Federal  law.”  FTA  no 
longer  uses  the  term  “urban  area,”  but 
instead,  FTA  uses  the  term  “geographic 
service  area”  to  refer  to  the  local  area  in 
which  a  grantee  operates. 

ii.  “School  Bus  Operations” 

FTA  proposes  to  amend  the  definition 
of  the  term  “school  bus  operations.” 
Under  49  U.S.C.  5323(f),  FTA  may 
provide  financial  assistance  to  a  grantee 
only  if  the  grantee  agrees  “not  to 
provide  school  bus  transportation  that 
exclusively  transports  students  and 
school  personnel  in  competition  with  a 
private  school  bus  operator.”  ^7 
Congress’s  intent  in  enacting  this 
provision  was  to  prevent  unfair 
competition  between  federally  funded 
public  transportation  systems  and 
private  school  bus  operators.^o 

In  its  school  bus  operations 
regulations,  FTA  defines  “school  bus 
operations”  as  “transportation  by  bus 
exclusively  for  school  students, 
personnel  and  equipment  *  *  *”  In 
Rochester-Genesee  Regional 
Transportation  Authority,  the  Court 
narrowly  interpreted  the  word 
“exclusively”  and  concluded  that, 
technically,  because  a  member  of  the 
general  public  hypothetically  could 
board  a  bus  along  one  of  RGRTA’s 
proposed  240  routes,  RGRTA  did  not 
propose  to  “exclusively”  transport 
students,  and  therefore,  RGRTA’s 
proposed  express  school  bus  service  did 
not  constitute  an  impermjssible  school 
bus  operation. 

FTA  finds  the  Court’s  decision  in 
Rochester-Genesee  Regional 
Transportation  Authority  problematic. 
FTA  believes  that  a  grantee,  pursuant  to 
the  Court’s  interpretation  of  “school  bus 
operations,”  may  believe  that  it  could 
restructure  substantially  its  public 
transportation  operation  to 
accommodate  the  needs  of  a  local 
school  district  and  its  students,  which 
might  have  the  effect  of  displacing 
private  school  bus  operators  and  their 
employees,  provided  the  system  keeps 
the  service  open  to  the  public  even 
though  members  of  the  public  unlikely 
will  board  these  buses.  This  practice 
would  produce  unfair  competition  for 
private  school  bus  operators  which  is 
precisely  the  result  Congress  sought  to 
prevent  when  enacting  49  U.S.C. 

5323(f). 

FTA  proposes  to  add  a  definition  of 
the  term  “exclusively”  as  used  in  49 
U.S.C.  5323(f)  and  the  definition  of 


27  49  U.S.C.  5323(f). 

2*  Chicago  Transit  Auth.,  607  F.2d  at  1292-93. 
2949  CFR  605.3. 

^Rochester-Genesee  Reg’l  Transp.  Auth.,  531 
F.Supp.2d  at  507-09. 


“school  bus  operations”  at  49  CFR  605.3 
to  mean  “transportation  that  a 
reasonable  person  would  conclude  was 
designed  primarily  to  accommodate 
students  and  school  personnel,  without 
regard  to  demand  from  the  non-student 
general  public.”  FTA  intends  its 
proposed  definition  of  “exclusively”  to 
effectuate  Congress’s  intent  of  protecting 
private  school  bus  operators  from  unfair 
competition  with  federally  subsidized 
grantees. 

FTA  relies,  in  part,  on  the  subsequent 
qualifying  language  of  49  U.S.C. 

5323(f) — “in  competition  with  a  private 
schoolbus  operator” — to  justify  this 
definition.  To  illustrate,  if  FTA 
permitted  a  grantee  to  provide  school 
bus  operations  so  long  as  the  service  is 
advertised  as  generally  open  to  the 
public,  then  Congress’s  purpose  of 
protecting  private  school  bus  operators 
would  be  nullified.  Such  an 
interpretation  would  create  a  loophole 
in  the  statutory  and  regulatory  scheme 
which  would  permit  FTA’s  grantees  to 
displace  private  school  bus  operators 
with  ease.  As  noted  earlier.  Congress 
did  not  intend  this  result;  otherwise. 
Congress  would  not  have  enacted  this 
statutory  provision. 

Additionally,  the  relevant  language  of 
the  regulation  prohibits  service  that  is 
“exclusively  for”  students  and  school 
personnel,  and  therefore,  FTA 
concludes  that  it  is  reasonable  and 
proper  to  consider  whether  service  is,  in 
fact,  “for”  such  riders. 

With  respect  to  the  “reasonable 
person”  standard,  FTA  points  out  that 
this  standard  has  nearly  a  two  hundred 
year  history  in  the  common  law.^i 
Courts  have  held  that  the  reasonable 
person  standard  is  an  objective 
standard,  and  that  a  “reasonable 
person”  is  a  person:  (1)  Of  ordinary 
prudence,  (2)  who  has  knowledge  of  the 
law  and  is  aware  of  its  consequences, 
and  (3)  who  exercises  caution  in  similar 

circumstances. Accordingly,  FTA 

proposes  to  utilize  this  objective,  rather 
than  subjective,  standard  when 
analyzing  issues  involving  school  bus 
operations. 

FTA  also  uses  the  reasonable  person 
standard  in  a  similar  definition  of 
“exclusive”  in  its  charter  service 
regulations  at  49  CFR  part  604.  Under 
49  CFR  604.3(h),  “  ‘Exclusive’  means 
service  that  a  reasonable  person  would 
conclude  is  intended  to  exclude 
members  of  the  public.”  ^3  Employing  a 
similar  reasonable  person  standard  in 


See  Vaughan  v.  Menlove,  (1837)  132  Eng.  Rep. 
490,  and  ils  progeny. 

22  See  William  L.  Prosser  &  VV.  Page  Keeton, 
Prosser  and  Keeton  On  Torts  173-93  (5th  ed.  1984). 
2249  CFR  604.3(h). 


the  school  bus  regulation  would  afford 
FTA  and  the  public  consistency 
throughout  its  regulations. 

In  addition  to  utilizing  a  reasonable 
person  standard,  FTA  proposes  to 
identify  a  non-exhaustive  list  of  factors 
that  it  intends  to  consider  when 
evaluating  a  school  bus  operations 
issue.  FTA  discusses  these  factors  at 
section  (II)(B)(4)(a)(vj  below. 

Finally,  FTA  does  not  intend  to 
discourage  grantees  from  creating  new 
routes  to  serve  new  demand,  so  long  as 
a  reasonable  person  would  conclude 
that  the  grantees  designed  the  routes  to 
serve  some  segment  of  the  non-student 
general  public.  Therefore,  FTA  proposes 
to  define  “school  bus  operations”  to 
allow  a  grantee  to  create  a  new  route  to 
serve  school  students  and  personnel  if 
a  reasonable  person  would  conclude 
that  the  grantee  also  designed  the  route 
to  serve  some  segment  of  the  non¬ 
student  general  public. 

d.  Public  Hearing  Requirement  (§605.4) 

FTA  proposes  to  delete  the  public 
hearing  requirement  for  applicants  that 
engage  or  wish  to  engage  in  school  bus 
operations  at  49  CFR  605.4  and  replace 
it  with  the  proposed  procedures  in 
Subpart  B  as  discussed  in  section 
(II)(B)(2)  below. 

2.  Subpart  B — School  Bus  Agreements 
a.  Purpose  (§  605.10) 

Under  49  CFR  605.10,  FTA  explains 
that  the  purpose  of  Subpart  B  is  “to 
formulate  procedures  for  the 
development  of  an  agreement 
concerning  school  bus  operations.”  3“* 
FTA  proposes  to  delete  this  statement  of . 
purpose.  FTA  includes  a  statement  of 
purpose  regarding  its  school  bus 
operations  regulations  at  49  CFR  605.1. 

Instead,  FTA  proposes  to  amend  49 
CFR  605.10  to  include  an  express 
prohibition  on  school  bus  operations. 
Under  FTA’s  current  school  bus 
operations  regulations,  FTA  does  not 
have  a  separate,  express  provision 
which  prohibits  school  bus  operations. 
Instead,  FTA  requires  applicants  to 
enter  into  an  agreement  with  FTA 
stating  that  they  will  not  provide  school 
bus  operations.  With  an  express 
prohibition  on  school  bus  operations  at 
49  CFR  605.10,  FTA  intends  to  clarify 
its  regulatory  scheme. 

Additionally,  FTA  proposes  to 
prohibit  grantees  from  contracting  to 
provide  school  bus  operations.  Under 
the  current  regulatory  scheme,  FTA  only 
may  entertain  a  school  bus  operations 
case  if  a  potential  violation  has 
occurred,  that  is,  if  a  grantee  provided 


2449  CFR  605.10. 
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service  that  was  a  potential  school  bus 
operation.  Currently,  if  a  grantee 
contracted  to  provide  service,  but  has 
not  yet  provided  it,  then  the  case  is  not 
ripe  for  FTA’s  adjudication. 3'’  FTA 
believes  that  this  scenario  is 
problematic  because,  at  the  point  when 
a  case  becomes  ripe,  the  academic  year 
likely  is  in  session,  and  FTA’s  decision 
on  the  merits  could  potentially  disrupt 
school  transportation  for  that  academic 
year.  By  considering  cases  in  which  a 
grantee  contracted  to  provide  service 
that  potentially  constitutes  a  school  bus 
operation,  but  has  not  yet  provide  the 
service,  FTA  proposes  to  mitigate  the 
risk  of  disrupting  school  transportation 
for  the  academic  year  by  providing  the 
grantees,  private  operators,  and  school 
districts  with  time  to  create  a  system 
that  complies  with  FTA’s  school  bus 
operations  regulations. 

b.  Exemptions  ( §  605. 11) 

i.  Existing  Provisions 

Pursuant  to  49  U.S.C.  5323(f),  FTA 
provides  exemptions  to  its  prohibition 
on  school  bus  operations  where  (1)  a 
grantee  or  applicant  operates  a  school 
system  and  a  separate  and  exclusive 
school  bus  program  for  that  school 
system;  (2)  private  school  bus  operators 
in  the  local  area  are  unable  to  provide 
adequate  transportation,  at  a  reasonable 
rate,  and  in  conformance  with 
applicable  safety  standards;  and  (3)  a 
grantee  or  applicant  is  a  state  or  local 
public  body  or  agency  that  previously 
was  engaged  in  school  bus  operations.  3^ 
In  the  existing  regulation,  a  grantee  or 
applicant  that  wishes  to  provide  school 
bus  operations  under  an  exemption 
must  follow  the  procedures  set  forth  in 
49  CFR  605.16-605.19.  In  sum,  a  grantee 
or  applicant  must  (1)  provide  notice  to 
local  private  school  bus  operators  of  its 
proposed  or  existing  school  bus 
operation,37  (2)  publish  in  a  local 
newspaper  a  description  of  its  proposed 
or  existing  school  bus  operation, 3®  (3) 
hold  public  hearings  regarding  the 
proposed  or  existing  school  bus 
operation,39  and  (4)  submit  an 
application  to  FTA  setting  forth  reasons 
why  FTA  should  allow  the  grantee  or 
applicant  to  provide  school  bus 
operations. If  no  private  school  bus 
operator  operates  in  the  grantee’s  or 
applicant’s  local  area,  then  the  grantee 
or  applicant  may  so  certify  in  lieu  of 


.See,  e.g.,  Laidlaw  Transit.  Inc.  v.  Rochester- 
Genesee  Reg'l  Transp.  Auth.,  FTA  School  Bus 
Operations  Docket  Number  2007-01  1,  3  (2007). 
3649  CFR  605.11. 

3^49  CFR  605.16(a)(1). 

3<*49  CFR  605.16(a)(2). 

3949  CFR  605.18. 

■•“49  CFR  605.11. 


providing  the  notice  required  above.**^ 
Private  school  bus  operators  have  an 
opportunity  to  comment  on  the 
grantee’s  or  applicant’s  proposed  or 
existing  school  bus  operations.'*^  The 
FTA  Administrator  subsequently  issues 
a  decision  regarding  the  grantee’s  or 
applicant’s  application  for  an 
exemption.'‘3  Since  FTA  promulgated 
its  school  bus  operations  regulations  in 
1976,  grantees  and  applicants  rarely 
have  applied  for  an  exemption  under  49 
CFR605.il. 

ii.  Proposed  Exemptions 

FTA  proposes  to  restructure  its 
regulatory  scheme  with  regard  to 
exemptions.  First,  FTA  proposes  to 
move  its  list  of  exemptions  from  49  CFR 
605.11  to  49  CFR  605.12. 

Second,  FTA  proposes  to  delete  from 
49  CFR  605.3(b)  its  definition  of 
“tripper  service”  and  its  provision 
regarding  tripper  service  at  49  CFR 
605.13.  FTA  proposes  to  add 
exemptions  to  the  school  bus  operations 
prohibition  for  service  that  FTA 
historically  has  considered  to  be  tripper 
service.  This  amendment  is  discussed  in 
detail  in  Section  (II)(B)(2)(d)  below. 

Third,  FTA  proposes  to  remove  from 
its  list  of  exemptions  the  exemption 
located  at  49  CFR  605.11(b)  which 
allows  a  grantee  or  applicant  to  provide 
school  bus  operations  if  the  grantee  or 
applicant  demonstrates  to  the 
satisfaction  of  the  Administrator,  “That 
private  school  bus  operators  in  the 
urban  area  are  unable  to  provide 
adequate  transportation,  at  a  reasonable 
rate,  and  in  conformance  with 
applicable  safety  standards.” '*'*  FTA 
proposes  to  make  this  “exemption”  a 
new  “exception,”  and  FTA  discusses 
this  proposal  in  detail  in  Section 
(II)(B)(2)(b)(iii)  below. 

Fourth,  FTA  proposes  to  eliminate  the 
procedural  requirements  that  a  grantee 
or  applicant  must  follow  at  49  CFR 
605.16-605.19  to  provide  service 
pursuant  to  an  exemption.  FTA  intends 
its  proposed  exemptions  to,  serve  as 
defenses  for  grantees  in  the  context  of  a 
school  bus  operations  complaint  filed 
under  proposed  Subpart  C. 

iii.  New  Exceptions 

As  mentioned  above,  FTA  proposes  to 
amend  49  CFR  605.13  to  provide 
exceptions  to  the  proposed  prohibition 
on  school  bus  operations  at  49  CFR 
605.10.  Here,  FTA  borrows  from,  and 
modifies,  the  current  procedures 


«'49  CFR  605.17. 
■•349  CFR  605.18. 
■•3  49  CFR  605.19. 
■•■•  49  CFR  605.11. 


corresponding  to  a  petition  for  an 
exemption. 

FTA  proposes  to  allow  an  applicant  or 
grantee  to  petition  the  Chief  Counsel  for 
an  exception  to  the  school  bus 
operations  prohibition  “where  private 
school  bus  operators  in  the  applicant’s 
or  grantee’s  geographic  service  area  are 
unable  to  provide  adequate 
transportation  at  a  reasonable  rate  and 
in  conformance  with  applicable  safety 
standards.” 

To  provide  service  pursuant  to  this 
proposed  exception,  an  applicant  or  a 
grantee  must  follow  a  series  of  proposed 
procedural  requirements.  FTA  proposes 
to  require  an  applicant  or  a  grantee  to 
formally  apply  to  FTA  for  a  “Petition  for 
an  Exception.”  First,  the  applicant  or 
grantee  must  provide  notice  to  the  Chief 
Counsel  that  it  intends  to  apply  for  a 
Petition  for  an  Exception.  This  notice 
must  include  a  description  of  the 
proposed  school  bus  operations, 
including  a  description  of  (1)  the 
geographic  service  area  that  the 
applicant  or  grantee  intends  to  serve;  (2) 
the  schools  and  school  districts  that  the 
applicant  or  grantee  intends  to  serve;  (3) 
the  anticipated  ridership  related  to  the 
school  bus  operation;  (4)  an  estimation 
of  the  number  and  types  of  buses  that 
the  applicant  or  grantee  intends  to 
utilize  to  provide  the  school  bus 
operation;  (5)  the  duration  of  the  school 
bus  operation;  (6)  the  frequency  of  daily 
service  related  to  the  school  bus 
operation;  (7)  an  analysis  regarding  the 
extent  to  which  the  proposed  school  bus 
operation  complies  with  local,  state,  and 
Federal  safety  laws;  (8)  a  summary  of 
the  fully  allocated  costs  related  to  the 
school  bus  operation;  and  (9)  the  rate 
that  the  applicant  or  grantee  intends  to 
charge  for  the  school  bus  operation. 

FTA  believes  that  this  information  will 
help  it  determine  whether  the  proposed 
service  is  adequate,  safe,  and  at  a 
reasonable  rate.  FTA  invites  the  public 
to  comment  on  the  components  of  a 
fully  allocated  cost  analysis  that- it 
should  require  from  its  applicants  and 
grantees. 

Second,  FTA  will  open  an  electronic 
docket,  entitled  “Petition  for  an 
Exception  Docket,”  at  http:// 
wvt’w. regulations. gov  corresponding  to 
the  Petition  for  an  Exception.  Instead  of 
requiring  applicants  and  grantees  to 
provide  notices  in  local  newspapers, 
FTA  intends  to  utilize  current 
technology,  particularly  the  electronic 
docket,  to  provide  more  accessibility  to 
the  public  regarding  a  Petition  for  an 
Exception.  FTA  also  believes  that  the 
utilization  of  this  technology  will  make 
FTA  action  more  transparent. 

Third,  FTA  will  transmit  a  copy  of  the 
notice  and  its  docket  number  to  the 
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applicant  or  grantee  and  to  the  National 
School  Transportation  Association 
(NSTA).  NSTA  may  circulate  the  notice 
to  any  appropriate  private  school  bus 
operators  that  provide  school  bus 
operations  in  a  particular  geographic 
service  area.  Furthermore,  persons 
interested  in  monitoring  petitions 
submitted  to  FTA  for  which  a  docket  is 
opened  may  sign  up  for  the 
Regulations.gov  list  serv.  Through  this 
service,  Regulastions.gov  will  notify 
subscribers  each  time  a  party  submits  a 
document  to  the  docket. 

Fourth,  any  private  operator  having  a 
place  of  business  in  the  applicant’s  or 
grantee’s  geographic  service  area  may, 
within  thirty  days  of  the  notice’s 
docketing  date,  submit  comments  on  the 
Petition  for  an  Exception  Docket 
demonstrating  the  extent  to  which  it  can 
provide  school  bus  operations  that 
constitute  adequate  transportation  at  a 
reasonable  rate  and  in  conformance 
with  applicable  safety  standards.  FTA 
invites  the  public  to  comment  on 
whether  it  should  allow  a  private 
operator  a  different  timeframe  for 
commenting  on  a  proposed  school  bus 
operation. 

Fifth,  the  applicant  or  grantee,  after 
evaluating  any  comments  from  private 
school  bus  operators,  may  petition  the 
Chief  Counsel  for  an  exception  to  the 
school  bus  operations  prohibition  at  49 
CFR  605.10.  The  applicant  or  grantee 
must  demonstrate  to  the  satisfaction  of 
the  Chief  Counsel  that  no  private 
operator  having  a  place  of  business  in 
the  applicant’s  or  grantee’s  geographic 
service  area  can  provide  school  bus 
operations  that  constitute  adequate 
transportation  at  a  reasonable  rate  and 
in  conformance  with  applicable  safety 
standards.  The  Chief  Counsel 
subsequently  will  issue  a  decision  that 
either  grants  or  denies  the  applicant’s  or 
grantee’s  Petition  for  an  Exception. 

c.  Use  of  Project  Equipment  (§  605.12) 

FTA  proposes  to  delete  the  regulatory 
provision  at  49  CFR  605.12  regarding 
the  use  of  project  equipment.  FTA 
recently  amended  its  charter  service 
regulations  at  49  CFR  part  604,  and  FTA 
believes  that  the  current  provision  at  49 
CFR  605.12  is  no  longer  applicable.”*^ 

d.  Tripper  Service  (§  605.13) 

FTA  proposes  to  delete  the  regulatory 
provision  at  49  CFR  605.13  regarding 
tripper  service.  Although  there  is  no 
statutory  definition  for  the  term,  FTA 
included  the  concept  of  “tripper 
service”  in  its  school  bus  operations 


See  Charter  Service  Final  Rule,  73  FR  2,326 
(Jan.  14,  2008). 


regulations.”*®  FTA  defines  “tripper 
service”  as: 

[RJegularly  scheduled  mass  transportation 
service  which  is  open  to  the  public,  and 
which  is  designed  or  modified  to 
accommodate  the  needs  of  school  students 
and  personnel,  using  various  fare  collections 
or  subsidy  systems.  Buses  used  in  tripper 
service  must  be  clearly  marked  as  open  to  the 
public  and  may  not  carry  designations  such 
as  “school  bus”  or  “school  special.”  These 
buses  may  stop  only  at  a  grantee  or  operator’s 
regular  service  stop.  All  routes  traveled  by 
tripper  buses  must  be  within  a  grantee’s  or 
operator’s  regular  route  service  as  indicated 
in  their  published  route  schedules.*^ 

Under  this  definition  of  tripper 
service,  FTA  originally  allowed  grantees 
to  accommodate  students  only  with 
respect  to  “different  fare  collections  and 
subsidy  systems.”  However,  through 
administrative  decisions  over  the  years, 
FTA  broadened  its  interpretation  of  its 
tripper  service  definition  to  allow 
grantees  to  make  accommodations 
beyond  subsidies  and  fare  collection 
systems.  Specifically,  FTA  began  to 
allow  its  grantees  to  make  minor 
modifications  to  its  route  paths  and 
frequency  of  service.  As  FTA  stated  in 
one  matter  concerning  the  Erie 
Metropolitan  Transit  Authority: 

Read  narrowly,  “modification  of  regularly 
scheduled  mass  transportation  service  to 
accommodate  the  needs  of  school  students 
and  personnel”  means  using  different  fare 
collections  and  subsidy  systems.  In  practice, 
“modification  of  mass  transportation  service” 
has  been  broadened  to  include  minor 
modifications  in  route  or  frequency  of 
scheduling  to  accommodate  the  extra 
passengers  that  may  be  expected  to  use 
particular  routes  at  particular  times  of  day.*® 

For  example,  in  Travelways,  Inc.  v. 
Broome  County  Department  of 
Transportation,  FTA  stated  that,  “A 
familiar  type  of  modification  would  be 
where  the  route  deviates  from  its  regular 
path  and  makes  a  loop  to  a  school 
returning  back  to  the  point  of  deviation 
to  complete  the  path  unaltered.”  FTA 
reaffirmed  this  particular  interpretation 
of  tripper  service  in  its  October  12,  2007 
RGRTA  determination  by  permitting 
RGRTA  to  operate  four  loop-like  route 


*®The  Urban  Mass  Transportation  Administration 
(UMTA),  now  the  Federal  "rransit  Administration 
(FTA),  did  not  include  the  term  “tripper  service” 
in  its  proposed  school  bus  operations  regulation. 

See  40  FR  25,309-14  (June  13,  1975).  UMTA 
introduced  the  term  “tripper  service”  into  its  final 
rule  with  no  explanation  as  to  why  it  inserted  that 
regulatory  term.  See  41  FR  128  (Apr.  1,  1976). 

■•7  49  CFR  605.3. 

See  In  re  Erie  Metropolitan  Transit  Authority 
1,  4  (1989). 

Travelways,  Inc.  v.  Broome  County  Dep’t  of 
Transp.  1,  7  (1985)  (allowing  a  grantee  to  run  a  bus 
to  a  point  and  express  to  a  school  from  that  point 
if  the  grantee  ran  a  second  bus  along  the  regular 
route  path  from  the  point  at  which  the  first  bus 
expressed  to  the  school). 


extensions,  each  only  several  blocks  in 
length,  to  accommodate  the  needs  of 
school  students.®® 

FTA  has  not,  however,  allowed  a 
grantee  to  restructure  its  public 
transportation  operation  solely  to 
accommodate  the  needs  of  school 
students — such  a  modification  would  be 
a  major  modification.  Thus,  in  its 
October  12,  2007  letter  to  RGRTA,  FTA 
rejected  RGRTA’s  proposed  addition  of 
240  new  routes  because  it  would  have 
constituted  a  major  overhaul  of 
RGRTA’s  public  transportation  system 
solely  to  accommodate  the  needs  of 
school  students.®* 

In  addition  to  minor  modifications  to 
route  paths,  FTA  previously  has 
allowed  grantees  to  modify  route 
schedules  and  the  frequency  of  service. 
For  example,  in  Travelways,  FTA  stated, 
“Other  common  modifications  include 
operating  the  service  only  during  school 
months,  on  school  days,  and  during 
school  and  opening  and  closing 
periods.”  ®2 

Jurisprudence  in  United  States  courts 
has  broadened  the  scope  of  FTA’s 
tripper  service  definition  to  include 
essentially  any  modification.  In  United 
States  ex  rel.  Earners  v.  City  of  Green 
Bay,  the  Seventh  Gircuit  stated,  arguably 
in  dicta,  “[T]he  Gity  may  completely 
redesign  its  transit  system  to 
accommodate  school  children  as  long  as 
all  routes  are  accessible  to  the  public 
and  the  public  is  keprt  informed  of  route 
changes.”  ®®  Citing  Earners,  the  Court  in 
Rochester-Genesee  Regional 
Transportation  Authority  allowed 
RGRTA  to  restructure  its  public 
transportation  system  by  adding  240 
new  routes  to  accommodate  the  needs  of 
RCSD  and  its  students.®”* 

FTA  finds  the  definition  of  tripper 
service  and  its  subsequent 
interpretations  problematic.  FTA 
believes  that  a  grantee,  pursuant  to  the 
jurisprudence  of  the  Courts  in  Earners 
and  Rochester-Genesee  Regional 
Transportation  Authority,  may  believe 
that  it  could  substantially  restructure  its 
public  transportation  operation  solely  to 
accommodate  the  needs  of  a  local 
school  district  and  its  students  while 
displacing  private  school  bus  operators 
and  their  employees  provided  the 
system  keeps  the  service  open  to  the 
public  even  though  no  member  of  the 
public  likely  will  ride  those  particular 


Letter  from  Federal  Transit  Administration  to 
Rochester-Genesee  Regional  Transportation 
Authority  at  6  (Oct.  12,  2007). 

5'  Id.  at  2-6. 

Travelways  at  7. 

United  States  ex  rel.  Lamers  v.  City  of  Green 
Bay.  168  F.3d  1013,  1019  (7th  Cir.  1999). 

Rochester-Genesee  Reg’I  Transp.  Auth.,  531 
F.Supp.2d  494,  509. 
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routes.  This  practice  would  produce 
unfair  competition  for  private  school 
hus  operators  which  is  precisely  the 
result  Congress  sought  to  prevent  when 
enacting  49  U.S.C.  5323(f). 

In  this  notice,  FTA  proposes  to  codify 
in  regulatory  text  the  type  of  service  that 
it  historically  has  allowed  through 
administrative  adjudications.  FTA 
proposes  to  eliminate  the  term  “tripper 
service,”  and  instead,  create  exemptions 
to  FTA’s  proposed  school  bus 
operations  prohibition  at  49  CFR  605.11. 
This  regulatory  scheme  would  allow  a 
grantee  to  continue  to  use  various  fare 
collection  or  subsidy  systems,  modify 
the  frequency  of  its  service,  and  make 
de  minimis  route  alterations  to 
accommodate  the  needs  of  school 
students  and  personnel. 

To  illustrate,  FTA  would  allow  a 
grantee  to  issue  fare  cards  to  students  • 
and  school  personnel  and  it  would 
allow  a  grantee  to  accept  a  payment 
from  a  school  or  a  school  district  in 
exchange  for  service.  FTA  would  allow 
a  grantee  to  modify  the  frequency  of  its 
service,  meaning,  FTA  would  allow  a 
grantee  to  run  more  buses  on  routes  in 
the  morning  when  school  begins  and 
more  buses  in  the  afternoon  when 
school  ends.  With  respect  to  the  de 
minimis  route  alterations,  FTA  would 
allow  a  grantee  to  make  one-half  mile  or 
less  route  alterations  from  routes  within 
a  one-half  mile  or  less  radius  of  a  school 
building  to  accommodate  the  needs  of 
students  and  school  personnel. FTA 
invites  the  public  to  comment  on 
whether  it  should  utilize  a  different 
measurement,  such  as  time  traveled  or 
route  percentage.  For  example,  should 
FTA  allow  route  deviations  where  a  bus 
makes  a  five  minute  deviation  from  a 
route?  Should  FTA  allow  route 
deviations  that  constitute  ten  percent  of 
the  route?  Alternatively,  should  FTA 
allow  route  deviations  that  are  greater 
than  one-half  mile?  FTA  also  invites 
public  comment  on  whether  it  should 
allow  grantees  to  make  route  deviations 
at  multiple  portions  of  routes  or  only 
within  the  immediate  vicinity  of  school 
buildings. 

FTA  notes  that,  through  this  proposed 
regulatory  scheme,  a  grantee  may 
provide  services  pursuant  to  an 
exemption  without  a  formal  application 
to  FTA,  similar  to  a  grantee’s  existing 
opportunity  to  provide  “tripper  service” 
without  a  formal  application  to  FTA. 
FTA’s  intent  here  is  to  clarify  in 
regulatory  text  the  type  of  service  that 

”Hi.storically,  FTA  has  allowed  grantees  to  make 
route  deviations  that  are  several  blocks  in  length 
within  the  immediate  vicinity  of  school  buildings 
See  Tmvelways  at  7;  Letter  from  Federal  Transit 
Administration  to  Rochester-Genesee  Regional 
Transportation  Authority  at  6  (Oct.  12.  2007). 


it  will  allow  and  to  simplify  the 
organization  of  its  school  bus  operations 
regulatory  scheme — FTA’s  intent  is  not 
to  overhaul  the  types  of  service  that  it 
historically  has  allowed.  FTA  does  not 
intend  to  create  additional  regulatory 
burdens  for  grantees  that  wish  to 
provide  this  type  of  service. 

e.  Agreement  (§  605.14) 

FTA  proposes  to  consolidate  the 
regulatory  provisions  at  49  CFR  605.14 
and  49  CFR  605.15  regarding  a  school 
bus  agreement  and  move  those 
provisions  to  a  new  49  CFR  605.11. 
Through  this  proposed  provision,  FTA 
intends  to  simplify  the  requirements 
regarding  school  bus  agreements. 

Under  the  current  regulatory  scheme, 
FTA  requires  an  applicant  to  enter  into 
an  agreement  with  the  Administrator 
whereby  the  applicant  agrees  “that  the 
applicant  will  not  engage  in  school  bus 
operations  exclusively  for  the 
transportation  of  students  and  school 
personnel  in  competition  with  private 
school  bus  operators.”  Under  current 
practice,  FTA’s  grantees  and  applicants 
submit  and  certify  to  FTA  an  “Annual 
List  of  Certifications  and  Assurances  for 
Federal  Transit  Administration  Grants 
and  Cooperative  Agreements”  and 
grantees  subscribe  to  FTA’s  “Master 
Agreement.”  Under  the  terms  of  these 
documents,  the  applicants  and  grantees 
agree  not  to  provide  school  bus 
operations. 

To  simplify  FTA’s  requirements 
regarding  school  bus  agreements  and  to 
codify  current  practice,  FTA  proposes  to 
allow  applicants  to  satisfy  the 
requirements  regarding  school  bus 
agreements  by  submitting  and  certifying 
to  FTA  an  “Annual  List  of  Certifications 
and  Assurances  for  Federal  Transit 
Administration  Grants  and  Cooperative 
Agreements”  and  by  subscribing  to 
FTA’s  “Master  Agreement.”  No  separate 
school  bus  agreement  is  necessary  under 
this  proposal. 

/.  Content  of  Agreement  (§605.15) 

For  the  reasons  discussed  above,  FTA 
proposes  to  consolidate  the  regulatory 
provisions  at  49  CFR  605.14  and  49  CFR 
605.15  regarding  a  school  bus  agreement 
and  move  those  provisions  to  a  new  49 
CFR  605.11.  FTA  intends  to  simplify  the 
.requirements  regarding  school  bus 
agreements  and  proposes  to  provide 
financial  assi.stance  to  an  applicant  or  a 
grantee  only  if  “the  applicant  or  grantee 
agrees  not  to  provide  school  bus 
operations  exclusively  for  students  and 
school  personnel  in  competition  with  a 
private  school  bus  operator.” 

*649  CFR  605.14. 


g.  Notice  (§605.16)  1 

FTA  proposes  to  delete  49  CFR  605.16 
regarding  the  notice  requirements  for  an 
exemption  to  FTA’s  school  bus 
operations  prohibition  in  light  of  FTA’s 
proposed  procedures  in  Subpart  B 
explained  above. 

h.  Certification  in  Lieu  of  Notice 
(§605.17) 

FTA  proposes  to  delete  49  CFR  605.17 
regarding  the  opportunity  for  a 
certification  in  lieu  of  notice 
corresponding  to  an  exemption  to  FTA’s 
school  bus  operations  prohibition  in 
light  of  FTA’s  proposed  procedures  in 
Subpart  B  explained  above. 

1.  Comments  by  Private  School  Bus 
Operators  (§605.18) 

FTA  proposes  to  delete  49  CFR  605.18 
regarding  comments  from  private  school 
bus  operators  on  an  applicant’s  petition 
for  an  exemption  in  light  of  FTA’s 
proposed  procedures  in  Subpart  B 
explained  above. 

/.  Approval  of  School  Bus  Operations 
(§605.19) 

FTA  proposes  to  delete  49  CFR  605.19 
regarding  ^A’s  approval  of  an 
applicant’s  school  bus  operations  in 
light  of  FTA’s  proposed  procedures  in 
Subpart  B  explained  above. 

3.  Subpart  C — Modification  of  Prior 
Agreements  and  Amendment  of 
Application  for  Assistance 

a.  Modification  of  Prior  Agreements 
(§605.20) 

FTA  proposes  to  delete  the  regulatory 
provision  at  49  CFR  605.20  regarding 
the  modification  of  prior  school  bus 
agreements  in  light  of  FTA’s  proposed 
school  bus  agreement  requirements  in 
Subpart  B  explained  above.  FTA 
proposes  to  replace  this  provision  with 
amended  complaint  procedures  as 
explained  in  Subpart  D  below. 

b.  Amendment  of  Applications  for 
Assistance  (§  605.21 ) 

FTA  proposes  to  delete  the  regulatory 
provision  at  49  CFR  605.21  regarding 
the  amendment  of  applications  for 
assistance  in  light  of  FTA’s  proposed 
school  bus  agreement  requirements  in 
Subpart  B  explained  above.  FTA 
proposes  to  replace  this  provision  with 
amended  complaint  procedures  as 
explained  in  Subpart  D  below. 

4.  Subpart  D — Complaint  Procedures 
and  Remedies 

Generally,  FTA  proposes  to  reorganize 
its  complaint  procedures  and  remedies 
under  a  proposed  “Subpart  C — 
Complaint  Procedures  and  Remedies”  at 
49  CFR  605.20-605.31. 
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a.  Filing  a  Complaint  (§  605.30) 

i.  Centralized  Decision-Making  Through 
the  Chief  Counsel 

Under  FTA’s  existing  school  bus 
operations  regulations,  any  interested 
party  may  file  a  written  complaint  with 
the  Administrator  alleging  a  violation  of 
49  CFR  part  605.^7  FTA  requires  the 
complainant  to  write  its  complaint,  to 
specify  in  detail  the  potential  violation, 
and  to  provide  evidence  substantiating 
the  allegation. 

FTA  proposes  to  restructure  and 
modify  this  section.  Under  the  existing 
regulation,  the  Administrator  issues 
school  bus  operations  decisions.  In 
practice,  the  Administrator  delegates 
this  authority  to  each  of  FTA’s  ten 
Regional  Administrators.  FTA  finds  that 
this  practice  may  breed  inconsistencies 
in  decision-making  and  school  bus 
operations  guidance.  Different  regions, 
under  different  administrations,  may 
issue  conflicting  decisions. 

To  remedy  this  potential  conflict, 

FTA  proposes  to  issue  decisions 
centrally  through  the  Chief  Counsel. 

This  system  will  ensure  consistency  in 
decision-making  and  school  bus 
operations  guidance. 

ii.  Time  Limit  for  Filing  a  Complaint 

Under  the  current  regulatory  scheme, 
FTA  does  not  impose  a  time  limit  on 
parties  that  wish  to  file  a  complaint 
alleging  a  violation  of  49  CFR  part  605. 
FTA  finds  this  regulatory  scheme 
problematic  because  a  party  may  believe 
that  it  may  file  a  complaint  alleging  a 
school  bus  operations  violation  years 
after  the  potential  violation  occurred.  At 
that  point,  valuable  evidence  may  be 
lost  or  destroyed.  Under  FTA’s 
proposal,  the  complainant  must  file  its 
complaint  with  the  Chief  Counsel 
within  ninety  days  after  the  alleged 
event  giving  rise  to  the  complaint 
occurred.  FTA  invites  the  public  to 
comment  on  whether  it  should  impose 
a  different  time  limit  oil  parties  wishing 
to  file  a  complaint  under  49  CFR  part 
605. 

iii.  Burden  of  Persuasion 

Under  the  current  regulatory  scheme, 
FTA  does  not  identify  which  party 
carries  the  burden  of  persuasion  in  a 
school  bus  operations  adjudication.  In 
this  notice,  FTA  proposes  to  impose  on 
the  complainant  the  burden  of 
persuasion,  that  is,  the  complainant 
loses  if  the  evidence  is  equally 
balanced.  FTA  notes  that  this  is  the 
default  rule  in  an  administrative 


5M9  CFR  605.30. 
5»49  CFR  605.30. 


adjudication,^^  and  FTA  invites  the 
public  to  comment  on  whether  it  should 
utilize  some  other  standard. 

iv.  Standard  of  Proof 

Under  the  current  regulatory  scheme, 
FTA  does  not  identify  a  standard  of 
proof  in  a  school  bus  operations 
administrative  adjudication.  In  this 
notice,  FTA  proposes  to  utilize  a 
preponderance  of  the  evidence 
standard.  FTA  notes  that  the 
preponderance  of  the  evidence  standard 
is  the  default  standard  in  administrative 
adjudications,*’"  and  to  hold  something 
by  a  preponderance  of  the  evidence 
means  that  something  is  more  likely  so 
than  not  so.  FTA  invites  the  public  to 
comment  on  whether  it  should  utilize 
some  other  standard  of  proof. 

v.  School  Bus  Operations  Factors 

In  practice,  when  evaluating  a  school 
bus  operations  issue  under  49  CFR  part 
605,  FTA  weighs  and  considers  a  series 
of  factors  when  determining  whether  a 
grantee  provided  school  bus  operations. 
In  this  notice,  FTA  pre.sents  factors  that 
should  provide  clearer  guidance  in  its 
school  bus  operations  regulations. 

FTA’s  intent  is  to  codify  an  objective 
standard  for  evaluating  a  potential 
school  bus  operations  violation.  The 
non-exhaustive  list  of  factors  is  as 
follows. 

(1)  Whether  and  to  what  extent  a  grantee 
designed  and  intended  to  design  its  service 
to  meet  the  demands  of  a  school  or  school 
district.  If  a  grantee  designed  and  intended 
its  service  to  meet  the  demands  of  a  school 
or  school  district,  then  the  service  is  more 
likely  to  be  a  school  bus  operation. 

(2)  Whether  and  to  what  extent  the  grantee 
controls  its  routes  and  schedules.  If  the 
grantee  does  not  control  its  routes  and 
schedules,  but  instead,  a  school  or  school 
district  controls  the  routes  and  schedules  at 
issue,  then  the  service  is  more  likely  to  be  a 
school  hus  operation. 

(3)  Whether  and  to  what  extent  students’ 
residences  and  schools  serve  as  the  starting 
or  ending  points  of  a  route.  If  students’ 
residences  and  schools  serve  as  the  starting 
or  ending  points  of  a  route,  then  the  service 
is  more  likely  to  be  a  school  bus  operation. 

(4)  Whether  and  to  what  extent  the  grantee 
publicizes  the  service  at  issue.  If  the  grantee 
does  not  publicize  the  service  at  issue,  for 
example  by  not  publicizing  the  service  in  its 
regularly  puhlished  route  schedules  and 
maps,  then  the  service  is  more  likely  to  be 

a  school  bus  operation. 

(5)  Whether  and  to  what  extent  the 
grantee’s  service  displaces  private  school  bus 
operators.  If  the  grantee’s  .service  displaces 
private  school  bus  operators,  then  the  service 
is  rriore  likely  to  be  a  school  bus  operation. 


See,  e.g.,  Schaffer  ex  rel  Schaffer  v.  IVeost,  546 

U. S.  49,  56  (2005). 

“  See,  e.g.,  Yzaguirre  v.  Barnhart,  58  F.App’x 
460,  462  (10th  Cir.  2003)  (quoting  Jones  ex  rel  Jones 

V.  Chater,  101  F.3d  509,  512  (7th  Cir.  1996)). 


(6)  Whether  and  to  what  extent  the 
grantee’s  service  is  open  to  the  public.  If  the 
grantee’s  service  is  open  to  the  public,  then 
the  service  is  less  likely  to  be  a  school  bus 
operation. 

(7)  The  extent  to  which  non-students  use 
the  grantee’s  service.  If  a  significant  portion 
of  non-students  use  the  grantee’s  service  at 
issue,  then  the  service  is  less  likely  to  be  a 
school  bus  operation. 

(8)  Whether  and  to  what  extent  the  grantee 
operates  its  service  during  times  when  school 
is  not  in  session.  If  the  grantee  operates  the 
service  at  i.ssue  during  times  when  school  is 
not  in  session,  then  the  service  is  less  likely 
to  be  a  school  bus  operation. 

(9)  The  frequency  of  the  grantee’s  service 
during  times  when  school  is  in  session.  If  the 
grantee  frequently  operates  the  service  at 
issue  during  times  when  school  is  in  session, 
then  the  service  is  less  likely  to  be  a  school 
bus  operation. 

(10)  Whether  and  the  extent  to  which  buses 
stop  at  clearly  marked  regular  route  stops.  If 
buses  stop  at  clearly  marked  regular  route 
stops,  then  the  service  is  less  likely  to  he  a 
school  hus  operation. 

FTA  invites  the  public  to  comment  on 
whether  it  should  utilize  these  factors  or 
some  of  these  factors  in  its  analysis  of 
a  school  bus  operations  issue. 

vi.  Previous  Oversight  Findings 

Under  49  U.S.C.  5307(h)(2),  Congress 
mandates  FTA  to  conduct  periodic, 
triennial  reviews  of  its  grantees  to 
ensure  that  the  grantees  are  in 
compliance  with  the  conditions 
imposed  on  them  as  recipients  of 
Federal  funds."’  As  a  practical  matter, 
however,  a  triennial  review  Ls  a 
constrained  means  of  monitoring 
compliance. 

In  a  triennial  review,  if  FTA  finds  that 
a  grantee  has  complied  with  its  school 
bus  operations  regulations,  then  that 
finding  should  not  preclude  FTA  from 
later  finding,  pursuant  to  a  complaint 
filed  under  49  CFR  part  605,  that  a 
grantee  has  violated  the  school  bus 
operations  prohibition.  At  the  time  of  a 
triennial  review,  FTA  may  not  have  all 
the  pertinent  facts  when  it  makes  a 
school  bus  operations  finding.  FTA  may 
find  new  facts  in  a  complaint 
proceeding.  Therefore,  FTA  proposes  to 
add  a  provision  in  its  school  bus 
operations  regulations  that,  “Any 
previous  oversight  findings  of 
compliance  with  the  Federal  Transit 
Administration’s  school  bus  operations 
regulations  will  not  preclude  the  Chief 
Counsel  from  finding  a  violation  of  this 
part.’’ 

vii.  Independent  Investigation 

Under  the  current  regulatory  scheme, 
the  Administrator  may  investigate  a 
grantee  if  the  Administrator  believes 


''Ma  U.S.C.  5307(h)(2). 
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that  it  has  violated  49  CFR  part  605. 

FTA  proposes  to  amend  this  section  to 
allow  the  Chief  Counsel  to  initiate  and 
conduct  an  investigation  if  it  has 
reasonable  suspicion  to  believe  that  a 
grantee  violated  49  CFR  part  605. 

b.  Notification  to  the  Respondent 
(§605.31) 

Pursuant  to  49  CFR  605.31,  when  a 
complainant  files  a  complaint,  or  if  the 
Administrator  has  reason  to  believe  that 
grantee  violated  FTA’s  school  bus 
operations  regulations,  the 
Administrator  notifies  the  grantee  that  it 
may  have  violated  this  49  CFR  part 
605. FTA  proposes  to  overhaul  this 
provision  and  insert  new  complaint 
procedures  at  49  CFR  605.21. 

i.  Complaint  Procedures 

Under  the  current  regulatory  scheme, 
FTA  imposes  few  requirements  on 
parties  with  respect  to  the  format  and 
content  of  their  submissions  in  a  school 
bus  operations  proceeding.  FTA  finds 
that  this  systerri  is  problematic  because 
parties  often  do  not  provide  FTA  with 
the  facts  that  it  needs  to  make  well- 
informed  decisions.  Furthermore,  the 
parties  often  do  not  apply  the  facts  of 
their  cases  to  applicable  laws. 

Therefore,  FTA  proposes  to  update  its 
school  bus  operations  regulations  to 
require  parties  to  provide  clarity  in  their 
submissions. 

Under  FTA’s  proposal,  FTA  would 
require  a  complainant  to  identify  a 
potential  violator  of  49  CFR  part  605, 
the  specific  provisions  of  49  CFR  part 
605  that  were  violated,  any  relevant 
documentation,  a  brief  statement  of  the 
relevant  facts,  and  the  harm  suffered  by 
the  complainant.  Additionally,  FTA 
would  require  parties,  in  their 
responses,  replies,  and  rebuttals,  to 
provide  FTA  with  a  brief  statement  of 
the  relevant  facts,  admissions  or  denials 
where  appropriate,  affirmative  defenses 
where  appropriate,  and  any  supporting 
documentation.  FTA  also  proposes  to 
allow  parties  to  request  extensions  of 
time,  not  to  exceed  thirty  days  for  good 
cause,  to  file  a  submission  under  this 
section. 

Furthermore,  under  the  current 
regulatory  scheme,  a  respondent  has 
only  one  opportunity — in  its  response — 
to  make  its  case  to  FTA.  A  respondent 
is  unable  to  rebut  d  complainant’s  reply 
which  may  include  additional  facts  or 
arguments  that  may  merit  an  additional 
opportunity  for  the  respondent  to  file  a 
submission.  In  FTA’s  proposal,  FTA 
would  allow  a  respondent  to  file  a 
rebuttal  to  a  complainant’s  reply  within 

49  CFR  605.31. 
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ten  days  of  the  date  of  service  of  the 
reply. 

Additionally,  under  the  current 
regulatory  scheme,  FTA  allows  a  , 
respondent  thirty  (30)  days  to  respond 
to  a  complaint.®^  FTA  allows  the 
complainant  a  “like  time”  to  reply  to 
the  response.  FTA  finds  that  this 
timeframe  is  ambiguous  because  FTA 
does  not  specify  the  duration  of  the 
“like  time.”  In  this  notice,  to  provide 
clarity,  FTA  proposes  to  allow  a 
complainant  to  reply  to  a  response 
within  twenty  (20)  days  from  the  date  of 
service  of  the  respondent’s  response. 

ii.  Third  Party  Intervention 

Under  the  current  regulatory  scheme, 
FTA  has  no  explicit  authority  to  allow 
third  parties  to  intervene  in  a  school  bus 
operations  proceeding.  In  some 
instances,  a  third  party  may  be  integral 
to  a  proceeding  because  the  existing 
parties  may  not  adequately  represent  the 
third  party’s  interests  and  the  third 
party  consequently  may  suffer  harm. 
Therefore,  FTA  proposes  to  add  49  CFR 
605.22  to  explicitly  allow  a  third  party 
to  intervene  in  a  school  bus  operations 
proceeding  if  it  demonstrates  to  the 
satisfaction  of  the  Chief  Counsel  that  the 
parties  to  the  proceeding  do  not 
adequately  represent  the  third  party’s 
interests  and  that  it  will  suffer  harm  if 
the  Chief  Counsel  does  not  grant  its 
motion  to  intervene. 

iii.  Dismissal  of  a  Complaint 

FTA  proposes  to  add  49  CFR  605.23 
to  provide  the  Chief  Counsel  with 
authority  to  dismiss  a  complaint  or  any 
claim  in  a  complaint,  with  prejudice,  if 
the  complaint  or  claim  is  outside  FTA’s 
jurisdiction,  the  complainant  does  not 
state  a  claim,  or  the  complainant  lacks 
standing. 

iv.  Incomplete  Complaint 

FTA  proposes  to  add  49  CFR  605.24 
to  provide  the  Chief  Counsel  with 
authority  to  dismiss  a  complaint 
without  prejudice  if  the  complaint  is 
deficient  as  to- one  or  more  of  the 
requirements  set  forth  in  FTA’s 
proposed  49  CFR  605.21. 

V.  Filing  of  a  Complaint 

Under  the  current  regulatory  scheme, 
FTA  requires  parties  to  submit  to  FTA 
paper  submissions  in  a  school  bus 
operations  proceeding.  Since  1976,  the 
year  that  FTA  promulgated  its  school 
bus  operations  regulations,  technology 
has  undergone  huge  advancements.  For 
example,  electronic  dockets  available 
through  Regulations.gov  provide 
opportunities  for  Federal  agencies  to 

49  CFR  605.32. 


conduct  adjudicative  proceedings 
electronically.  FTA  believes  that 
electronic  dockets  promote  transparency 
in  the  Federal  government,  preserve 
public  documents  in  an  easily 
accessible  public  forum,  and  provide 
parties  with  a  simple  and  efficient 
method  of  filing  submission^in 
administrative  adjudications.  For  these 
reasons,  FTA  proposes  to  add  49  CFR 
605.25  to  create  an  electronic  filing 
system  for  its  complaint  process  through 
Regulations.gov. 

vi.  Service 

Under  the  current  regulatory  scheme, 
FTA  does  not  require  parties  to  serve 
copies  of  their  submissions  to  opposing 
parties.  FTA  finds  this  system 
problematic  because  parties  may  not  be 
aware  of  complaints  and  other 
submissions  filed  with  FTA  on  a  timely 
basis.  In  this  notice,  FTA  proposes  to 
require  parties  to  serve  copies  of  all 
submissions  that  they  file  with  FTA  on 
all  other  opposing  parties. 

vii.  Appeal  From  Chief  Counsel’s 
Decision 

Under  the  current  regulatory  scheme, 
a  party  adversely  affected  by  a  decision 
may  not  file  an  appeal  with  FTA  before 
filing  an  action  in  United  States  District 
Court.  FTA  finds  that  this  system  has 
prevented  FTA  from  remedying  issues 
administratively  so  that  parties  need  not 
seek  relief  in  expensive  and  protracted 
litigation  before  United  States  courts.  In 
this  notice,  FTA  proposes  to  add  49  CFR 
605.29  to  allow  parties  adversely 
affected  by  a  decision  of  the  Chief 
Counsel  to  file  an  appeal  with  the 
Administrator.  On  appeal,  the 
Administrator  shall  review  the  entire 
administrative  record  within  the  context 
of  any  issue  on  appeal,  and  the 
Administrator  shall  issue  a  final 
decision.  FTA  also  proposes  to  amend 
49  CFR  605.30  to  authorize  the 
Administrator  to  review  the  Chief 
Counsel’s  decision  at  his  or  her  own 
motion.  FTA  invites  the  public  to 
comment  on  whether  it  should  utilize  a 
different  standard  of  review  on  appeal. 

c.  Accumulation  of  Evidentiary  Material 
(§605.32) 

Under  the  current  regulatory  scheme, 
the  Administrator  allows  the  respondent 
to  respond  to  a  complaint  within  thirty 
days  of  receipt  of  the  complaint.®^  The 
Administrator  allows  the  complainant 
to  reply  to  the  respondent’s  response 
within  “a  like  period.”®®  The 
Administrator  may  undertake  such 
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further  investigation  as  the 
Administrator  deems  necessary.®^ 

FTA  proposes  to  amend  its 
procedures  for  accumulating  evidentiary 
material  with  its  provisions  at  49  CFR 
605.20-605.26  as  discussed  above. 

d.  Adjudicgtion  (§  605.33) 

Under  the  current  regulatory  scheme, 
the  Administrator  issues  a  written 
decision  at  the  conclusion  of  a  school 
bus  operations  proceeding.®®  If  the 
Administrator  determines  that  a  grantee 
violated  49  CFR  part  605,  then  the 
Administrator  shall  order  such  remedial 
measures  as  the  Administrator  deems 
appropriate.®®  FTA  proposes  to 
reorganize  this  section  by  moving  the 
provision  regarding  the  Administrator’s 
remedial  measures  to  49  CFR  605.28 — 
the  proposed  section  that  outlines  the 
remedies  available  to  FTA. 

e.  Remedy  Where  There  Has  Been  a 
Violation  of  the  Agreement  (§  605.34) 

FTA  proposes  to  amend  the 
provisions  at  49  CFR  605.34  regarding 
remedies  for  a  violation  of  the  school 
bus  agreement.  Under  the  Federal-Aid 
Highway  Act  of  1973,  Congress 
instructed  the  Urban  Mass 
Transportation  Administration  (UMTA), 
now  FTA,  that  if  it  found  a  violation  of 
the  school  bus  operations  prohibition, 
then  it  “shall  bar  such  applicant  from 
receiving  any  other  federal  financial 
assistance.*  *  FTA  subsequently 
implemented  this  statutory  provision  at 
49  CFR  605.34  which  states,  “If  the 
Administrator  determines  *  *  *  that 
there  has  been  a  violation  of  the  terms 
of  the  agreement,  he  may  bar  a  grantee 
or  operator  from  the  receipt  of  further 
financial  assistance  for  mass 
transportation  facilities  and 
equipment.” 

Under  this  framework,  the 
Administrator  did  not  exercise  the 
remedy  provision  at  49  CFR  605.34 
because  such  an  action  would 
completely  bar  a  grantee  or  operator 
from  the  receipt  of  financial  assistance 
and  significantly  obstruct  their  ability  to 
provide  public  transportation.  That 
changed  when  Congress  enacted  the 
Safe,  Accountable,  Flexible,  Efficient 
Transportation  Equity  Act:  A  Legacy  for 
Users,  and  amended  49  U.S.C.  5323(f)  as 
follows,  “If  the  Secretary  finds  that  an 
applicant,  governmental  authority,  or 
publicly  owned  operator  has  violated 
the  agreement  *  *  *  the  Secretary  shall 
bar  a  recipient  or  an  operator  from 
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receiving  Federal  transit  assistance  in  an 
amount  the  Secretary  considers 

appropriate.” 

•  FTA  intends  to  implement  the 
amended  statutory  provision  at  49 
U.S.C.  5323(f).  Using  the  language  of  49 
U.S.C.  5323(f),  FTA  proposes  the 
following  remedies  provision  at  49  CFR 
605.28,  “If  the  Chief  Counsel 
determines,  pursuant  to  this  subpart, 
that  a  grantee  has  violated  this  part  or 
the  terms  of  the  agreement,  then  the 
Chief  Counsel  shall  bar  the  grantee  from 
the  receipt  of  further  financial 
assistance  for  public  transportation  in 
an  amount  that  the  Chief  (Counsel 
considers  appropriate.” 

Additionally,  FTA  proposes  to 
authorize  the  Chief  Counsel  to  issue 
cease  and  desist  orders  where 
appropriate.  FTA  believes  that  this 
remedy  will  allow  the  Chief  Counsel 
some  additional  flexibility  when  issuing 
remedies  and  tailoring  those  remedies  to 
the  severity  of  the  violation. 

-  Finally,  FTA  proposes  to  authorize 
the  Chief  Counsel  to  issue  any  other 
such  remedies  that  the  Chief  Counsel 
believes  are  appropriate.  FTA  currently 
authorizes  the  Administrator  to  issue 
such  remedies  at  49  CFR  605.33(b).  To 
illustrate,  FTA  may  require  a  violator  of 
49  CFR  part  605  to  submit  a  remediation 
plan  to  FTA  whereby  it  would  outline 
a  plan  to  restructure  its  service  so  that 
it  complies  with  FTA’s  school  bus 
operations  regulations.  FTA  believes 
that  this  remedy  will  allow  the  Chief 
Counsel  some  additional  flexibility 
when  issuing  remedies  and  tailoring 
those  remedies  to  the  severity  of  the 
violation. 

/.  Judicial  Review  (§605.35) 

FTA  proposes  to  restructure  its 
regulatory  scheme  by  moving  the 
judicial  review  provisions  at  49  CFR 
605.35  to  a  proposed  49  CFR  605.31. 

5.  Subpart  E — Reporting  and  Records 

a.  Reports  and  Information  (§  605.40) 

Under  the  current  regulatory  scheme, 
“The  Administrator  may  order  any 
grantee  or  operator  for  the  grantee,  to 
file  special  or  separate  reports  setting 
forth  information  relating  to  any 
transportation  service  rendered  by  such 
grantee  or  operator,  in  addition  to  any  . 
other  reports  required  by  this  part.” 

FTA  does  not  propose  to  amend  this 
section. 

b.  Proposed  Subpart  E — Grandfathering 
of  Existing  School  Bus  Operations 

FTA  proposes  to  add  49  CFR  605.50 
to  include  grandfathering  provisions  in 
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its  amended  regulatory  framework.  FTA 
recognizes  that  some  grantees  may  need 
significant  time  to  modify  their  school 
bus  operations  to  comply  with  FTA’s 
amended  49  CFR  part  605.  Therefore, 
FTA  proposes  to  allow  these  grantees  to 
modify  their  school  bus  operations  to 
comply  with  FTA’s  amended  49  CFR 
part  605  by  June  30,  2010.  With  this 
timeframe,  FTA  proposes  to  give  these 
grantees  until  the  end  of  the  next 
academic  year  to  comply  with  this  part. 

FTA  also  proposes  to  allow  grantees 
to  provide  school  bus  operations  to 
schools  or  school  districts  if  the  grantee 
provided  the  school  bus  operations 
without  payment  from  the  schools  or 
school  districts  prior  to  August  1,  2008. 
If  a  grantee  receives  payment  from  a 
school  or  school  district  for  school  bus 
operations  on  or  after  August  1,  2008, 
then  this  grandfathering  provision  no 
longer  would  apply. 

6.  Appendix  A  to  Part  605 

Under  the  current  regulatory  scheme, 
FTA  attaches  Appendix  A  to  49  CFR 
part  605  which  is  an  opinion  of  the 
Comptroller  General  of  the  United 
States  dated  December  7, 1966.  The 
Comptroller  General  discusses  the 
definition  of  the  term  “incidental.”  FTA 
used  this  discussion  to  clarify  its 
definition  of  the  term  “incidental”  as 
used  in  its  charter  service  regulations  at 
49  CFR  part  604  and  its  school  bus 
operations  regulations  at  49  CFR  part 
605.  FTA  recently  promulgated 
amended  charter  service  regulations  at 
49  CFR  part  604,  and  FTA  proposes  to 
delete  Appendix  A  to  49  CFR  part  605 
because  it  is  no  longer  applicable  in 
light  of  FTA’s  amended  charter  service 
regulations. 

III.  Rulemaking  Analyses  and  Notices 

A.  Executive  Order  12866:  Regulatory 
Planning  and  Review/DOT  Regulatory 
Policies  and  Procedures 

Under  Executive  Order  12866,  the 
U.S.  Department  of  Transportation 
(DOT)  must  examine  whether  this 
proposed  rule  is  a  “significant 
regulatory  action.”  A  significant 
regulatory  action  is  subject  to  the  Office 
of  Management  and  Budget  (OMB) 
review  and  the  requirements  of  the 
Executive  Order.  Executive  Order  12866 
defines  “significant  regulatory  action” 
as  one  that  is  likely  to  result  in  a  rule 
that  may:  (1)  Have  an  annual  effect  on 
the  economy  of  $120  million  or  more  or 
adversely  affect  in  a  material  way  the 
economy;  a  sector  of  the  economy: 
productivity;  competition;  jobs;  the 
environment:  public  health  or  safety;  or 
state,  local,  or  tribal  governments  or 
communities;  (2)  Create  a  serious 
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inconsistency  or  otherwise  interfere 
with  an  action  taken  or  planned  by 
another  agency;  (3)  Materially  alter  the 
budgetary  impact  of  entitlements, 
grants,  user  fees,  or  loan  programs  or  the 
rights  and  obligations  of  recipients 
thereof;  or  (4)  Raise  novel  legal  or  policy 
issues  arising  out  of  legal  mandates,  the 
President’s  priorities,  or  the  principles 
set  forth  in  the  Executive  Order. 

This  rulemaking  is  not  a  significant 
regulatory  action  within  the  meaning  of 
Executive  Order  12866,  and,  therefore, 
this  rulemaking  was  not  reviewed  by 
OMB.  Further,  this  rule  is  not 
significant  under  DOT’S  regulatory 
policies  and  procedures.  This  Notice  of 
Proposed  Rulemaking  contains  revisions 
that  are  clarifying  in  nature. 

FTA  does  not  anticipate  this  rule  to 
adversely  affect,  in  a  material  way,  any 
sector  of  the  economy.  Through  this 
rulemaking,  FTA  proposes  to  effectuate 
the  purpose  of  49  U.S.C.  5323(f)  and  to 
.  clarify  provisions  to  protect  private 
school  bus  operators  from  unfair 
competition  by  federally  subsidized 
public  transit  agencies;  thus,  these 
changes  should  increase  economic 
opportunities  for  private  school  bus 
operators.  Additionally,  this  proposed 
rule  would  not  create  a  serious 
inconsistency  with  another  agency’s 
action  or  materially  alter  the  budgetary 
impact  of  any  entitlements,  grants,  user, 
fees,  or  loan  programs.  Consequently,  a 
full  regulatory  evaluation  is  not 
required.  FTA  also  estimates  the  costs 
associated  with  this  rule  to  be  minimal 
because  the  rule  clarifies  definitions  and 
exemptions. 

B.  Executive  Order  13132:  Federalism 

Executive  Order  13132  requires 
agencies  to  assure  meaningful  and 
timely  input  by  state  and  local  officials 
in  the  development  of  regulatory 
policies  that  may  have  a  substantial, 
direct  effect  on  the  states,  on  the 
relationship  between  the  national 
government  and  the  states,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  FTA  has  analyzed 
this  Notice  of  Proposed  Rulemaking  in 
accordance  with  the  principles  and 
criteria  contained  in  Executive  Order 
13132,  and  FTA  has  determined  that 
this  Notice  of  Proposed  Rulemaking 
would  not  have  sufficient  federalism 
implications  to  warrant  the  preparation 
of  a  federalism  assessment.  FTA  has 
also  determined  that  this  Notice  of 
Proposed  Rulemaking  would  not 
preempt  any  state  law  or  regulation  or 
affect  a  state’s  ability  to  discharge 
traditional  state  governmental  functions. 


C.  Executive  Order  13175:  Consultation 
and  Coordination  With  Indian  Tribal 
Governments 

Executive  Order  13175  requires 
agencies  to  assure  meaningful  and 
timely  input  fi'om  Indian  tribal 
government  representatives  in  the 
development  of  rules  that  “significantly 
or  uniquely  affect”  Indian  communities 
and  that  impose  “substantial  and  direct 
compliance  costs”  on  such 
communities.  FTA  has  analyzed  this 
proposed  rule  under  Executive  Order 
13175  and  FTA  believes  that  the 
proposed  action  would  not  have 
substantial  direct  effects  on  one  or  more 
Indian  tribes;  would  not  impose 
substantial  direct  compliance  costs  on 
Indian  tribal  governments;  and  would 
not  preempt  tribal  laws.  Therefore,  a 
tribal  impact  statement  is  not  required. 

D.  National  Environmental  Policy  Act 

As  a  rulemaking  process,  FTA 
concludes  that  this  proposed  action  is 
categorically  excluded  from  the 
requirements  of  the  National 
Environmental  Policy  Act  (NEPA)  and 
FTA’s  NEPA  regulation  at  23  CFR 
771.117(c)(20).  Although  FTA’s  NEPA 
regulation  requires  some  level  of 
environmental  review  even  for  those 
activities  that  are  categorically  excluded 
if  they  involve  “unusual 
circumstances,”  23  CFR  771.117(b), 

FTA  finds  that  the  proposed  action,  if 
finalized,  would  not  result  in  the 
unusual  circumstances  that  would  cause 
FTA  to  perform  an  environmental 
review.  Although  commenters  on  FTA’s 
Noticoof  Proposed  Policy  Statement  on 
FTA’s  School  BuS  Operations 
Regulations  raised  concerns  about  the 
environmental  effects  of  the  operation  of 
school  buses  relative  to  the  operation  of 
transit  buses,  FTA  lacks  the  evidence 
and  data  on  the  numerous  variables 
necessary  to  predict  differences  between 
operating  the  various  types  of  buses  that 
are  used  in  both  public  and  private 
school  transportation.  Furthermore,  it  is 
impossible  to  predict  the  likely  minor 
changes  in  the  types  of  buses  used  that 
would  result  from  FTA’s  proposal. 

E.  Paperwork  Reduction  Act 

Under  the  Paperwork  Reduction  Act 
of  1995  (PRA),  a  Federal  agency  must 
obtain  approval  from  OMB  for  each 
collection  of  information  it  conducts, 
sponsors,  or  requires  through 
regulations.  This  Notice  of  Proposed 
Rulemaking  does  not  impose  any 
paperwork  collection  requirements. 

'■•73  FR  28,790  (May  19.  2008). 
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F.  Regulatory  Flexibility  Act 

When  an  agency  issues  a  rulemaking 
proposal,  the  Regulatory  Flexibility  Act 
(RFA)  requires  the  agency  to  “prepare 
and  make  available  for  public  comment 
an  initial  regulatory  flexibility  analysis” 
which  will  “describe  the  impact  of  the 
proposed  rule  on  small  entities.” 

Under  section  605  of  the  RFA,  Congress 
allows  an  agency  to  certify  a  rule,  in  lieu 
of  preparing  an  analysis,  if  the  agency 
does  not  expect  the  proposed 
rulemaking  to  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

The  nature  of  this  rulemaking  is  to 
effectuate  the  purpose  of  49  U.S.C. 
5323(f)  and  to  prevent  unfair 
competition  by  federally  subsidized 
public  transit  agencies  with  private 
school  bus  operators.  FTA  invites 
comment  on  the  economic  impact  of  the 
proposed  regulations  on  small  entities. 

G.  Unfunded  Mandates  Reform  Act  of 
1995 

In  this  notice,  FTA  does  not  propose 
to  impose  unfunded  mandates  as 
defined  by  the  Unfunded  Mandates 
Reform  Act  of  1995.^^  This  Notice  of 
Proposed  Rulemaking  will  not  result  in 
the  expenditure  of  non-Federal  funds  by 
state,  local,  and  Tribal  governments,  in 
the  aggregate,  or  by  the  private  sector,  of 
$120.7  million  in  any  one  year.^® 

List  of  Subjects  in  49  CFR  Part  605 
School  bus  operations. 

In  consideration  of  the  foregoing.  FTA 
amends  Chapter  VI  of  Title  49  of  the 
Code  of  Federal  Regulations  as  set  forth 
below. 

Title  49 — Transportation 

1.  Revise  part  605  to  read  as  follows: 

PART  605— SCHOOL  BUS 
OPERATIONS 

Subpart  A — General 

Sec. 

60.5.1  Purpose. 

605.2  Scope. 

605.3  Definitions. 

Subpart  B — School  Bus  Operations 
Prohibition  and  Agreement 

605.10  Prohibition. 

605.11  Agreement. 

605.12  Exemptions. 

605.13  Exceptions. 

Subpart  C — Complaint  Procedures  and 
Remedies 

605.20  General. 

605.21  Complaint  Procedures. 

'®5  U.S.C.  603(a)  (2006). 

Unfunded  Mandates  Reform  Act  of  1995, 

Public  Law  104-4,  109  Stat.  48  (1995). 

’^8  See  2  U.S.C.  1532  (2006). 
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605.22  Third  Party  Intervention. 

605.23  Dismissal  of  a  Complaint. 605. 24 
Incomplete  Complaint. 

605.25  Filing  of  a  Complaint. 

605.26  Service. 

605.27  Adjudication. 

605.28  Remedies. 

605.29  Appeal  from  the  Chief  Counsel’s 
Decision. 

605.30  Administrator’s  Discretionary 
Review  of  the  Chief  Counsel’s  Decision. 

605.31  Judicial  Review  of  a  Final  Decision 
and  Order. 

Subpart  0 — Reporting  and  Records 

605.40  Reports  and  Information. 

Subpart  E — Grandfathering  of  Existing 
School  Bus  Operations 

605.50  Grandfathering  Provisions. 
Authority:  49  U.S.C.  5323(f);  49  CFR  1.51. 

Subpart  A — General 

§  605.1  Purpose. 

(a)  The  purpose  of  this  part  is  to 
prescribe  policies  and  procedures  to 
implement  49  U.S.C.  5323(f). 

(b)  By  the  terms  of  49  U.S.C.  5323(f), 
tinancial  assistance  under  this  chapter 
may  be  used  for  a  capital  project,  or  to 
operate  public  transportation  equipment 
or  a  public  transportation  facility,  only 
if  the  applicant  agrees  not  to  provide 
schoolbus  transportation  that 
exclusively  transports  students  and 
school  personnel  in  competition  with  a 
private  schoolbus  operator. 

§  605.2  Scope. 

These  regulations  apply  to  all 
recipients  of  financial  assistance  for  the 
construction  or  operation  of  facilities 
and  equipment  for  use  in  providing 
public  transportation  under  49  U.S.C. 
Chapter  53  and  23  U.S.C.  133  and  142. 

§  605.3  Definitions. 

(a)  Terms  defined  at  49  U.S.C.  Chapter 
53  shall  have  the  same  meaning  in  this 
part. 

(b)  For  purposes  of  this  part: 

The  Acts  means  the  Urban  Mass 

Transportation  Act  of  1964,  as  amended 
and  codified  at  49  U.S.C.  Chapter  53, 
and  23  U.S.C.  133  and  142. 

Administrator  means  the  Federal 
Transit  Administration  Administrator  or 
his  or  her  designee. 

Adequate  transportation  means 
transportation  for  students  and  school 
personnel  which  the  Chief  Counsel 
determines  conforms  to  applicable 
safety  laws,  is  on  time,  poses  a 
minimum  of  discipline  problems,  is  not 
subject  to  fluctuating  rates,  and  is 
operated  efficiently  and  in  harmony 
with  state  educational  goals  and 
programs. 

Agreement  means  an  agreement 
required  under  49  U.S.C.  5323(f). 


Applicant  means  applicant  for 
assistance  under  the  Acts. 

Assistance  means  Federal  financial 
assistance  for  the  purchase,  financing, 
leasing,  or  operation  of  buses  ahd 
equipment  and  the  construction, 
financing,  leasing,  or  operation  of 
facilities  for  use  in  providing  public 
transportation  services  under  the  Acts, 
but  does  not  include  research, 
development,  and  demonstration 
projects  funded  under  the  Acts. 

Chief  Counsel  means  the  Federal 
Transit  Administration  Chief  Counsel  or 
his  or  her  designee. 

Exclusively  means  transportation  that 
a  reasonable  person  would  conclude 
was  designed  primarily  to  accommodate 
school  students,  personnel,  or 
equipment,  without  regard  to  demand 
from  the  non-student  general  public. 

Geographic  service  area  means  the 
area  in  which  a  recipient  is  authorized 
to  provide  public  transportation  service 
under  appropriate  local,  state,  and 
Federal  law. 

Government  means  the  Government  of 
the  United  States  of  America. 

Grantee  means  a  recipient,  including 
a  subrecipient,  of  assistance  under  the 
Acts. 

Interested  party  means  an  individual, 
partnership,  corporation,  association, 
public  organization,  private 
organization,  or  its  duly  authorized 
representative,  that  has  a  fiiiancial 
interest  which  is  adversely  affected  by 
the  act  or  acts  of  a  grantee  with  respect 
to  school  bus  operations. 

Reasonable  rates  means  rates  which 
are  fair  and  equitable  taking  into 
consideration  the  local  conditions, 
which  surround  the  geographic  service 
area  where  the  rate  is  in  question, 
including  the  portion  of  Federal 
assistance  that  a  grantee  uses  or  intends 
to  use  to  provide  school  bus  operations. 

School  bus  operations  means 
transportation  by  bus  exclusively  for 
school  students,  personnel,  and 
equipment. 

Subpart  B — School  Bus  Operations 
Prohibition  and  Agreement 

§605.10  Prohibition. 

A  grantee  shall  not  provide,  or 
contract  to  provide,  school  bus 
operations,  except  as  provided  in 
§605.12  and  §605.13. 

§605.11  Agreement. 

(a)  The  Federal  Transit 
Administration  shall  not  provide 
assistance  under  the  Acts  unless  the 
applicant  or  grantee  agrees  not  to 
provide  school  bus  operations 
exclusively  for  students  and  school 
personnel  in  competition  with  a  private 


school  bus  operator,  except  as  provided 
in  §605.12  and  §605.13. 

(b)  A  grantee  shall  satisfy  §  605.11(a) 
by  submitting  and  certifying  to  the 
Federal  Transit  Administration  its 
“Annual  List  of  Certifications  and 
Assurances  for  Federal  Transit 
Administration  Grants  and  Cooperative 
Agreements”  and  by  subscribing  to  the 
Federal  Transit  Administration’s 
“Master  Agreement.” 

(c)  The  “Annual  List  of  Certifications 
and  Assurances  for  Federal  Transit 
Administration  Grants  and  Cooperative 
Agreements”  and  the  Federal  Transit 
Administration’s  “Master  Agreement” 
shall  state  as  follows: 

The  [Grantee,  Recipient,  or  Applicant] 
agrees  that  it  will  not  provide  school  bus 
operations  exclusively  for  students  euid 
school  personnel  in  competition  with  a 
private  school  bus  operator,  except  as 
provided  in  49  U.S.C.  5323(f),  49  CFR  Part 
605,  and  any  relevant  Federal  Transit 
Administration  directives.  The  (Grantee, 
Recipient,  or  Applicant]  agrees  that  it  will 
comply  with  all  the  provisions  of  49  U.S.C. 
5323(f),  49  CFR  Part  605,  and  any  relevant 
Federal  Transit  Administration  directiv^es. 

§605.12  Exemptions. 

(a)  The  school  bus  operations 
prohibition  at  §  605.10  shall  not  apply 
where: 

(1)  The  grantee  uses  various  fare 
collection  or  subsidy  systems  for 
students,  the  grantee  modifies  the 
frequency  of  service,  and  the  grantee 
makes  a  one-half  mile  or  less  route 
deviation  from  a  route  within  a  one-half 
mile  or  less  radius  of  a  school  building: 

(2)  The  grantee  operates  a  school 
system  in  a  grantee’s  geographic  service 
area  and  also  operates  a  separate  and 
exclusive  school  bus  program  for  that 
school  system;  or 

(3)  The  grantee  is  a  state  or  local 
public  body  or  agency  thereof,  or  a 
direct  predecessor  in  interest  which  has 
acquired  the  function  of  transporting 
school  students  and  personnel  along 
with  facilities  to  be  used  therefor,  which 
provided  school  bus  operations: 

(i)  In  the  case  of  a  grant  involving  the 
purchase  of  buses — anytime  during  the 
twelve  (12)  month  period  immediately  prior 
to  August  13,  1973;  or 

(ii)  In  the  case  of  a  grant  for  construction 
or  operating  of  facilities  and  equipment  made 
pursuant  to  49  U.S.C.  Chapter  53,  anytime 
during  the  twelve  (12)  month  period 
immediately  prior  to  November  26, 1974. 

§605.13  Exceptions. 

(a)  Exceptions.  An  applicant  or 
grantee  may  petition  the  Chief  Counsel 
for  an  exception  to  the  school  bus 
operations  prohibition  at  §  605.10  where 
private  school  bus  operators  in  the 
applicant’s  or  grantee’s  geographic 
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service  area  are  unable  to  provide 
adequate  transportation  at  a  reasonable 
rate  and  in  conformance  with  applicable 
safety  standards. 

(b)  Procedures.  An  applicant  or 
grantee  shall  provide  notice  to  the  Chief 
Counsel  that  it  intends  to  apply  for  a 
“Petition  for  an  Exception,”  and  the 
applicant  or  grantee  shall  complete  the 
following: 

(1)  An  applicant  or  grantee  shall  send 
the  notice  required  under  §  605.13(bKl) 
by  electronic  mail  to  the  Chief  Counsel 
at  FTA.SchoolBusOperations@dot.gov. 

(2)  An  applicant  or  grantee  shall 
include  the  following  information  in  its 
notice: 

(i)  A  description  of  the  geographic 
service  area  that  the  applicant  or  grantee 
intends,  to  serve; 

(ii)  A  description  of  the  schools  and 
school  districts  that  the  applicant  or 
grantee  intends  to  serve; 

(iii)  A  description  of  the  anticipated 
ridership  related  to  the  school  bus 
operation; 

(iv)  An  estimation  of  the  number  and 
types  of  buses  that  the  applicant  or 
grantee  intends  to  utilize  for  the  school 
bus  operation; 

(v)  A  description  of  the  duration  of 
the  school  bus  operation; 

(vi)  A  description  of  the  frequency  of 
daily  service  related  to  the  school  bus 
operation; 

(vii)  An  analysis  regarding  the  extent 
to  which  the  proposed  school  bus 
operation  complies  with  local,  state,  and 
Federal  safety  laws; 

(vii)  A  summary  of  the  fully  allocated 
costs  related  to  the  school  bus 
operation;  and 

(viii)  The  rate  that  the  applicant  or 
grantee  intends  to  charge  for  the  school 
bus  operation. 

(c)  The  Federal  Transit 
Administration  shall  open  an  electronic 
Petition  for  an  Exception  Docket  and  file 
the  notice  at  http:// 
www.regulations.gov. 

(d)  The  Federal  Transit 
Administration  shall  transmit  a  copy  of 
the  notice  and  its  docket  number  to  the 
applicant  or  grantee  and  the  National 
School  Transportation  Association. 

(e)  Any  private  operator  having  a 
place  of  business  in  tbe  applicant’s  or 
grantee’s  geographic  service  area  may, 
within  thirty  (30)  days  of  the  notice’s 
docketing  date,  submit  comments  on  the 
Petition  for  an  Exception  Docket 
demonstrating  the  extent  to  which  it  can 
provide  school  bus  operations  that 
constitute  adequate  transportation  at  a 
reasonable  rate  and  in  conformance 
with  applicable  safety  standards. 

(f)  Petition  for  an  Exception.  After  the 
thirty  (30)  day  comment  period  closes, 
an  applicant  or  grantee  may  petition  the 
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Chief  Counsel  for  an  exception  to  the 
school  bus  operations  prohibition  at 
§  605.10  after  completing  the  following 
steps: 

(1)  The  applicant  or  grantee  shall  title 
the  petition  “Petition  for  an  Exception”: 

(2)  The  applicant  or  grantee  shall  file 
the  Petition  for  an  Exception 
electronically  in  the  appropriate 
Petition  for  an  Exception  Docket  at 
http://www.reguIations.gov  or  mail  it  to 
the  Docket  Office  at  1200  New  Jersey 
Avenue,  SE.,  West  Building  Ground 
Floor,  Room  Wl 2-140,  Washington,  DC 
20590; 

(3)  The  applicant  or  grantee  shall  send 
an  executed  original  copy  of  the  Petition 
for  an  Exception  by  U.S.  mail  to  the 
Chief  Counsel  at  1200  New  Jersey 
Avenue,  SE.,  East  Building — 5th  Floor, 
Washington,  DC  20590;  and 

(4)  The  applicant  or  grantee  shall 
include  in  its  Petition  for  an  Exception 
the  applicant’s  or  grantee’s  response  to 
any  comments  filed  in  the  docket  before 
the  close  of  the  thirty  (30)  day  comment 
period. 

(g)  To  qualify  for  an  exception  under 
this  .section,  the  applicant  or  grantee 
shall  demonstrate  to  the  satisfaction  of 
the  Chief  Counsel  that  no  private 
operator  having  a  place  of  business  in 
the  applicant’s  or  grantee’s  geographic 
service  area  can  provide  school  bus 
operations  that  constitute  adequate 
transportation  at  a  reasonable  rate  and 
in  conformance  with  applicable  safety 
standards. 

(h)  The  Chief  Counsel  shall  issue  a 
written  decision  that  either  grants  or 
denies  the  applicant’s  or  grantee’s 
Petition  for  an  Exception. 

(i)  If  the  applicant  or  grantee  fails  to 
satisfy  any  of  the  requirements  in  this 
section,  then  the  Chief  Counsel  may 
dismiss  the  Petition  for  an  Exception 
with  or  without  prejudice. 

Subpart  C — Complaint  Procedures  and 
Remedies 

§605.20  General. 

(a)  Standing.  Any  interested  party 
affected  by  an  alleged  noncompliance  of 
this  part  may  file  a  complaint  with  the 
Chief  Counsel  alleging  a  violation  or 
violations  of  this  part. 

(b)  Time  Limit  for  Filing  a  Complaint. 
The  complainant  shall  file  its  complaint 
with  the  Chief  Counsel  within  ninety 
(90)  days  after  the  alleged  event  giving 
rise  to  the  complaint  occurred. 

(c)  Burden  of  Persuasion.  The 
complainant  bears  the  burden  of 
persuasion  in  a  proceeding  under  this 
subpart,  that  is,  the  complainant  loses  if 
the  evidence  is  equally  balanced. 

(d)  Standard  of  Proof.  The  standard  of 
proof  in  a  proceeding  under  this  subpart 
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is  a  preponderance  of  tbe  evidence 
standard.  To  hold  something  by  a 
preponderance  of  the  evidence  means 
that  something  is  more  likely  so  than 
not  so. 

(e)  School  Bus  Operations  Factors. 

The  Chief  Counsel  may  weigh  and 
consider  a  variety  of  factors  in 
determining  whether  a  grantee 
provided,  or  contracted  to  provide, 
school  bus  operations,  including,  but 
not  limited  to,  the  following: 

(1)  Whether  and  to  what  extent  the 
grantee  designed  and  intended  to  design 
its  service  to  meet  the  demands  of  a 
school  or  school  district; 

(2)  Whether  and  to  what  extent  the 
grantee  controls  its  routes  and 
schedules; 

(3)  Whether  and  to  what  extent 
students’  residences  and  schools  serve 
as  the  starting  or  ending  points  of  a 
route; 

(4)  Whether  and  to  what  extent  the 
grantee  publicizes  the  service  at  issue; 

(5)  Whether  and  to  what  extent  the 
grantee’s  service  displaces  private 
school  bus  operators; 

(6)  Whether  and  to  what  exteilt  the 
grantee’s  service  is  open  to  the  public; 

(7)  The  extent  to  which  students  and 
non-students  utilize  the  grantee’s 
service; 

(8)  Whether  and  to  what  extent  the 
grantee  operates  its  service  during  times 
when  school  is  not  in  session; 

(9)  The  frequency  of  the  grantee’s 
service  during  times  when  school  is  in 
session:  and 

(10)  Whether  and  the  extent  to  which 
buses  stop  at  clearly  marked  regular 
route  stops. 

(f)  Previous  Oversight  Findings.  Any 
previous  oversight  findings  of 
compliance  with  the  Federal  Transit 
Administration’s  school  bus  operations 
regulations  will  not  preclude  the  Chief 
Counsel  from  finding  a  violation  of  this 
part,  particularly  when  the  Chief 
Counsel  finds  new  facts  during  the 
course  of  a  proceeding  under  this 
subpart  which  were  not  known  or 
available  during  a  triennial  review. 

(g)  Independent  Investigation.  If  the 
Chief  Counsel,  at  any  time,  has 
reasonable  suspicion  to  believe  that  a 
grantee  violated  this  part,  then  the  Chief 
Counsel  may  initiate  and  conduct  an 
investigation  and  take  appropriate 
action  pursuant  to  this  part. 

§605.21  Complaint  Procedures. 

(a)  Complaint.  In  its  complaint,  the 
complainant  shall: 

(1)  Title  its  complaint  “School  Bus 
Operations  Complaint”; 

(2)  State  the  name  and  address  of  each 
grantee  that  is  the  subject  of  the 
complaint,  and,  with  respect  to  each 
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grantee,  state  the  specific  provision(s)  of 
this  part  that  the  complainant  believes 
were  violated: 

(3)  Serve  the  complaint  in  accordance 
with  §605.26,  along  with  all  documents 
then  available  in  the  exercise  of 
reasonable  diligence  that  are  offered  in 
support  of  the  complaint,  upon  each 
gremtee  named  in  the  complaint  as  being 
responsible  for  the  alleged  actions(s)  or 
omission(s)  upon  which  the  complaint 
is  based; 

(4)  Provide  a  concise  but  complete 
statement  of  the  facts  relied  upon  to 
substantiate  each  allegation;  and 

(5)  Describe  how  the  complainant  was 
directly  and  substantially  affected  by 
the  action(s)  or  omission(s)  of  the 
grantee(s). 

(b)  Withdrawal  of  Complaint.  The 
complainant  may  withdraw  a  complaint 
at  any  time  by  serving  a  ’’Notification  of 
Withdrawal”  on  the  Chief  Counsel  and 
the  respondent. 

(c)  Docketing  of  Complaint.  Unless 
the  Chief  Counsel  dismisses  the 
complaint  pursuant  to  this  subpart,  the 
Chief  Counsel  shall  notify  the 
complainant  and  respondent  that  the 
Chief  Counsel  received  the  complaint 
and  that  the  complaint  has  been 
docketed. 

(d)  Response.  (1)  The  respondent  shall 
have  thirty  (30)  days  from  the  date  of 
service  of  the  Chief  Counsel’s 
notification  under  §  605.21(a)(3)  to  file  a 
response. 

(2)  In  its  response,  the  respondent 
shall  provide  a  concise  but  complete 
statement  of  the  facts  upon  which  the 
respondent  relies  to  substantiate  its 
answers,  admissions,  denials,  or 
averments. 

(3)  In  its  response,  the  respondent 
shall  provide  supporting  documentation 
upon  which  the  respondent  relies. 

(4)  In  its  response,  the  respondent 
shall  admit  or  deny  each  allegation 
made  in  the  complaint  or  state  that  it  is 
without  sufficient  knowledge  or 
information  to  admit  or  deny  an 
allegation. 

(5)  In  its  response,  the  respondent 
shall  assert  any  affirmative  defense. 

(6)  In  its  response,  the  respondent 
may  make  a  motion  to  dismiss  the 
complaint,  or  any  portion  thereof,  with 
a  supporting  memorandum  of  points 
and  authorities. 

(e)  Reply.  (1)  The  complainant  may 
file  a  reply  within  twenty  (20)  days  of 
the  date  of  service  of  the  respondent’s 
response. 

(2)  In  its  reply,  the  complainant  shall 
provide  a  concise  but  complete 
statement  of  the  facts  upon  which  the 
complainant  relies  to  substantiate  its 
answers,  admissions,  denials,  or 
averments. 


(3)  In  its  reply,  the  complainant  shall 
provide  supporting  documentation 
upon  which  the  complainant  relies. 

(f)  Rebuttal.  (1)  The  respondent  may 
file  a  rebuttal  within  ten  (10)  days  of  the 
date  of  service  of  the  reply. 

(2)  In  its  rebuttal,  the  respondent  shall 
provide  a  concise  but  complete 
statement  of  the  facts  upon  which  the 
respondent  relies  to  substantiate  its 
answers,  admissions,  denials,  or 
averments. 

(3)  In  its  rebuttal,  the  respondent  shall 
provide  supporting  documentation 
upon  which  the  respondent  relies. 

(g)  Extensions  of  Time.  A  party  may 
request  from  the  Chief  Counsel  an 
extension  of  time,  not  to  exceed  thirty 
(30)  days,  for  good  cause,  to  file  a 
submission  with  the  Chief  Counsel 
under  this  section.  The  Chief  Counsel 
may  grant  an  extension  of  time  to  a 
party  as  he  or  she  deems  appropriate. 

(h)  Evidentiary  Hearing.  The  Chief 
Counsel,  as  he  or  she  deems 
appropriate,  may  hold  an  evidentiary 
hearing  to  allow  each  party  to  submit 
evidence  under  this  part. 

§605.22  Third  Party  Intervention. 

(a)  Any  interested  party  may  submit  a 
motion  to  the  Chief  Counsel  requesting 
intervention  in  a  proceeding  under  this 
subpart. 

(b)  The  party  requesting  intervention 
shall  demonstrate  to  the  satisfaction  of 
the  Chief  Counsel  that  the  parties  to  the 
proceeding  do  not  adequately  represent 
the  third  party’s  interests  and  that  it  will 
suffer  harm  if  the  Chief  Counsel  does 
not  grant  its  motion  to  intervene. 

(c)  The  Chief  Counsel  may  grant  or 
deny  the  motion  to  intervene. 

§605.23  Dismissal  of  a  Complaint. 

(a)  The  Chief  Counsel  may  dismiss  a 
complaint  or  any  claim  in  a  complaint, 
with  prejudice,  if: 

(1)  On  its  face,  it  appears  to  be  outside 
the  jurisdiction  of  the  Federal  Transit 
Administration  under  the  Acts; 

(2)  On  its  face,  it  does  not  state  a 
claim  that  warrants  an  investigation  or 
further  action  by  the  Federal  Transit 
Administration;  or 

(3)  The  complainant  lacks  standing  to 
file  a  complaint  under  this  part. 

(b)  The  Chief  Counsel  shall  provide 
reasons  for  dismissing  a  complaint  or 
any  claim  in  the  complaint. 

§605.24  Incomplete  Complaint. 

(a)  If  the  Chief  Counsel  does  not 
dismiss  a  complaint  under  §602.23,  but 
the  complaint  is  deficient  as  to  one  or 
more  of  the  requirements  set  forth  in 
§605.21,  then  the  Chief  Counsel  may 
dismiss  the  complaint. 

(b)  If  the  Chief  Counsel  dismisses  a 
complaint  under  this  section,  then  the 


Chief  Counsel  shall  dismiss  the 
complaint  without  prejudice  and  the 
complainant  may  re-file  a  complaint 
after  amendment  to  correct  the 
deficiency. 

(c)  The  Chief  Counsel  shall  include  in 
the  dismissal  under  this  section  the 
reasons  for  the  dismissal  without 
prejudice. 

§  605.25  Filing  of  a  Complaint. 

(a)  Filing  Address  and  Method  of 
Filing.  (1)  The  complainant  shall  file  the 
complaint  electronically  in  the  School 
Bus  Operations  Complaint  docket  at 
http://www.reguIations.gov  or  mail  it  to 
the  Docket  Office  at  1200  New  Jersey 
Avenue  SE.,  West  Building  Ground 
Floor,  Room  W12-140,  Washington,  DC 
20590. 

(2)  Parties  shall  file  responses,  replies, 
rebuttals,  appeals,  and  responses  to 
appeals  electronically  in  tbe  School  Bus 
Operations  Complaint  docket  at  http:// 
www.regulations.gov  or  mail  it  to  the 
Docket  Office  at  1200  New  Jersey 
Avenue  SE.,  West  Building  Ground 
Floor,  Room  W12-140,  Washington,  DC 
20590. 

(b)  Date.  Unless  the  date  is  shown  to 
be  inaccurate,  documents  filed  with  the 
Federal  Transit  Adininistration  shall  be 
deemed  filed,  on  the  earliest  of: 

(1)  The  date  that  the  party  filed  the 
document  electronically  in  the  School 
Bus  Operations  Complaint  docket  at 
http://www.regulations.gov; 

(2)  The  date  of  personal  delivery; 

(3)  The  mailing  date  shown  on  tbe 
certificate  of  service; 

(4)  The  date  shown  on  the  postmark 
if  there  is  no  certificate  of  service;  or 

(5)  The  mailing  date  shown  by  other 
evidence  if  there  is  no  certificate  of 
service  and  no  postmark. 

(c)  Electronic  Mail  or  Facsimile.  A 
document  sent  by  electronic  mail  or 
facsimile  shall  not  constitute  service  as 
described  in  this  subpart. 

(d)  Number  of  Copies.  Each  party 
shall  send  to  the  Chief  Counsel  by 
personal  delivery  or  by  U.S.  mail  return 
receipt  requested  an  executed  original 
copy  of  each  document  that  it 
electronically  files  on  the  School  Bus 
Operations  Complaint  docket.  Each 
party  shall  send  the  executed  original 
copy  to  the  Chief  Counsel  at  1200  New 
Jersey  Avenue  SE.,  East ‘Building — 5th 
Floor,  Washington,  DC  20590. 

(e)  Form.  Each  party  shall  type  or 
legibly  print  each  document  that  it  files 
with  the  Office  of  Chief  Counsel.  In  the 
case  of  docketed  proceedings,  the 
document  shall  include  a  title  and  the 
docket  number,  as  established  by  the 
Chief  Counsel,  of  the  proceeding  on  the 
front  page. 

(f)  Signing  of  Documents  and  Other 
Papers.  Either  the  complainant  or  a  duly 
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authorized  representative  of  the 
complainant  shall  sign  the  original  copy 
of  each  document  that  it  files  with  the 
Office  of  Chief  Counsel.  The  signature 
shall  serve  as  a  certification  that  the 
signer  has  read  the  document,  and, 
based  on  reasonable  inquiry,  to  the  best 
of  the  signer’s  knowledge,  information, 
and  belief,  that  the  document  is: 

(1)  Consistent  with  this  part; 

(2)  Warranted  by  existing  law  or  that 
a  good  faith  argument  exists  for 
extension,  modification,  or  reversal  of 
existing  law;  and 

(3)  Not  interposed  for  any  improper 
purpose,  such  as  to  harass  or  to  cause 
unnecessary  delay  or  needless  increase 
in  the  cost  of  the  administrative  process. 

§  605.26  Service. 

(a)  Designation  of  Person  to  Receive 
Service.  (1)  In  its  complaint,  the 
complainant  shall: 

(1)  State  the  complainant’s  name,  post 
office  address,  and  telephone  number; 

(ii)  State  the  complainant’s  facsimile 
number,  if  any,  and  e-mail  addresses,  if 
any;  and 

(iii)  Designate  a  person  to  receive 
service  on  behalf  of  the  complainant. 

(2)  If  any  of  the  items  in  paragraph  (a) 
of  this  section  change  during  the 
proceeding,  then  the  complainant 
promptly  shall  file  notice  of  the  change 
with  the  Chief  Counsel  and  shall  serve 
the  notice  on  each  party  to  the 
proceeding. 

(b)  Who  Must  be  Sen'ed.  Each  party 
shall  serve  a  copy  of  each  document  that 
it  files  with  the  Chief  Counsel  to  each 
other  party  to  the  proceeding.  Each 
party  shall  include  a  certificate  of 
service  on  each  document  when  the 
party  tenders  it  for  filing  and  shall 
certify  concurrent  service  on  each  other 
party.  Certificates  of  service  shall  be  in 
substantially  the  following  form; 

I  hereby  certify  that  I  have  this  day 
served  the  foregoing  [name  of 
document]  on  the  following  persons  at 
the  following  addresses  by  [specify 
method  of  service): 

[list  persons  and  addresses] 

Dated  this  day  of _ .  20  . 

[signature],  for  [party] 

(c)  Method  of  Service.  Unless 
otherwise  agreed  by  the  parties,  as 
appropriate,  the  method  of  service  is 
personal  delivery  or  U.S.  mail. 

(d)  Presumption  of  Service.  There 
shall  be  a  presumption  of  lawful  service: 

(1)  When  a  person  who  customarily  or 
in  the  ordinary  course  of  business 
receives  mail  at  the  address  of  the  party 
or  the  person  designated  under  this 
section  acknowledges  receipt;  or 

(2)  When  a  properly  addressed 
envelope,  sent  to  the  last  known 


address,  has  been  returned  as 
undeliverable,  unclaimed,  or  refused. 

§  605.27  Adjudication. 

(a)  Upon  the  conclusion  of  a 
proceeding  under  this  subpart,  the  Chief 
Counsel  shall  issue  a  written 
determination  as  to  whether  a  grantee 
has  committed  a  violation  of  this  part. 

(b)  The  Chief  Counsel  shall  include  an 
analysis  and  explanation  of  his  or  her 
findings  in  the  determination. 

§  605.28  Remedies. 

(a)  If  the  Chief  Counsel  determines 
that  a  grantee  has  violated  this  part  or 
the  terms  of  the  agreement,  then  the 
Chief  Counsel  shall  bar  the  grantee  from 
the  receipt  of  financial  assistance  for 
public  transportation  in  an  amount  that 
the  Chief  Counsel  considers 
appropriate. 

(b)  If  the  Chief  Counsel  determines 
that  a  grantee  has  violated  this  part  or 
the  terms  of  the  agreement,  then  the 
Chief  Counsel  may  issue  a  cease  and 
desist  order  requiring  the  grantee  to 
cease  and  desist  from  the  provision  of 
the  service  at  issue. 

(c)  If  the  Chief  Counsel  determines, 
pursuant  to  this  subpart,  that  a  grantee 
bas  violated  this  part  or  the  terms  of  the 
agreement,  then  the  Chief  Counsel  may 
issue  other  remedies  as  the  Chief 
Counsel  determines  are  appropriate. 

§  605.29  Appeal  from  the  Chief  Counsel’s 
Decision. 

(a)  Each  party  adversely  affected  by  a 
decision  of  tbe  Chief  Counsel  may  file 
an  appeal  with  the  Administrator  within 
thirty  (30)  days  of  the  date  of  the' Chief 
Counsel’s  decision. 

(b)  Procedures.  (1)  The  appellant  shall 
file  the  appeal  electronically  and 
consistently  with  §  605.25. 

(2)  The  appellant  shall  serve  a  copy  of 
the  appeal  on  each  appellee  by  either 
personal  delivery  or  U.S.  mail 
consistent  with  §605.26. 

(3)  Each  appellee  may  file  a  response 
to  an  appeal  within  twenty  (20)  days 
after  the  appellant  serves  the  appeal  on 
the  appellee. 

(c)  If  a  party  files  an  appeal,  then  the 
Administrator  shall  review  the  entire 
administrative  record  and  issue  a  final 
agency  decision  based  on  the 
administrative  record  that  either 
accepts,  rejects,  or  modifies  the  Chief 
Counsel’s  decision.  If  a  party  does  not 
file  an  appeal,  then  the  Administrator 
may  review  the  Chief  Counsel’s  decision 
on  his  or  her  own  motion.  If  the 
Administrator  finds  that  a  party  is  not 
in  compliance  with  this  part,  then  the 
final  agency  order  shall  include  a 
statement  of  corrective  action,  if 
appropriate,  and  identify  remedies. 


(d)  If  a  party  does  not  file  an  appeal, 
and  the  Administrator  does-  not  review 
the  Chief  Counsel’s  decision  on  the 
Administrator’s  own  motion,  then  the 
Chief  Counsel’s  decision  shall  take 
effect  as  the  final  agency  decision  and 
order  on  the  thirtieth  day  after  the  date 
that  the  Chief  Counsel  issued  the 
decision. 

(e)  The  failure  to  file  an  appeal  is 
deemed  a  waiver  of  any  right  to  seek 
judicial  review  of  the  Chief  Counsel’s 
decision  that  becomes  a  final  agency 
decision  by  operation  of  paragraph  (c)  of 
this  section. 

§605.30  Administrator’s  Discretionary 
Review  of  the  Chief  Counsel’s  Decision. 

(a)  If  the  Administrator  reviews  the 
Chief  Counsel’s  decision  on  the 
Administrator’s  own  motion,  then  the 
Admini.strator  shall  issue  a  notice  of 
review  to  each  party  by  the  thirtieth  day 
after  the  date  that  the  Chief  Counsel 
issued  the  decision. 

(1)  In  the  notice  of  review,  the 
Administrator  shall  set  forth  the  specific 
findings  of  fact  and  conclusions  of  law 
in  the  Chief  Counsel’s  decision  subject 
to  review. 

(2)  Each  party  may  file  one  brief  on 
review  to  the  Administrator  or  rely  on 
its  post-hearing  briefs  to  the  Chief 
Counsel.  Each  party  shall  file  a  brief  on 
review  no  later  than  ten  (10)  days  after 
the  Administrator  serves  notice  of  the 
review.  Each  party  shall  file  and  serve 
its  brief  on  review  by  personal  delivery 
or  U.S.  mail  consistent  with  §  605.26. 

(3)  The  Administrator  shall  issue  a 
final  agency  decision  and  order  within 
thirty  (30)  days  after  the  due  date  of  the 
briefs  on  review.  If  the  Administrator 
finds  that  a  party  is  not  in  compliance 
with  this  part,  then  the  final  agency 
order  shall  include  a  .statement  of 
corrective  action,  if  appropriate,  and 
identify  remedies. 

(b)  If  the  Administrator  reviews  a 
decision  of  the  Chief  Counsel  on  the 
Administrator’s  own  motion,  then  the 
Administrator  shall  stay  the  Chief 
Counsel’s  decision  pending  a  final 
decision  by  the  Administrator. 

§605.31  Judicial  Review  of  a  Final 
Decision  and  Order. 

(a)  A  party  may  seek  judicial  review 
in  an  appropriate  United  States  District 
Court  of  a  final  decision  and  order  as 
provided  in  5  U.S.C.  701-706. 

(b)  The  Chief  Counsel’s  decision  to 
dismiss  a  complaint  under  §  605.24  does 
not  constitute  a  final  decision  and  order 
subject  to  judicial  review. 


\ 
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Subpart  D — Reporting  and  Records 

§605.40  Reports  and  Information. 

The  Administrator  may  order  any 
grantee  or  operator  for  the  grantee  to  file 
special  or  separate  reports  setting  forth 
information  relating  to  any 
transportation  service  rendered  by  such 
grantee  or  operator,  in  addition  to  any 
other  reports  required  by  this  part. 

Subpart  E — Grandfathering  of  Existing 
School  Bus  Operations 

§  605.50  Grandfathering  Provisions. 

(a)  Each  grantee  shall  have  until  June 
30,  2010,  to  modify  its  school  bus 
operations  to  comply  with  this  part. 

(b)  If  a  grantee  provided  school  bus 
operations  for  a  school  or  school  district 
and  received  no  payment  from  that 
school  or  school  district  for  the  school 
bus  operations  prior  to  August  1,  2008, 
then  that  grantee  may  continue  to 
provide  the  school  bus  operations  for 
that  particular  school  or  school  district. 
If  a  grantee  receives  payment  from  a 
school  or  school  district  for  school  bus 
operations  on  or  after  August  1,  2008, 
then  this  grandfathering  provision  does 
not  apply. 

Issued  in  Washington,  DC,  on  this  3rd  day 
of  November,  2008. 

James  S.  Simpson. 

Administrator. 

[FR  Doc.  E8-26683  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  4910-S7-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  622 

[Docket  No.  070719384-7386-01] 

RIN  0648-AV80 

Fisheries  of  the  Caribbean,  Gulf  of 
Mexico,  and  South  Atlantic;  Reef  Fish 
Fishery  of  the  Gulf  of  Mexico; 
Amendment  SOB 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Proposed  rule;  request  for 
comments. 


SUMMARY:  NMFS  issues  this  proposed 
rule  to  implement  Amendment  30B  to 
the  Fishery  Management  Plan  for  the 
Reef  Fish  Resources  of  the  Gulf  of  • 
Mexico  (FMP)  prepared  by  the  Gulf  of 
Mexico  Fishery  Management  Council 
(Council).  This  proposed  rule  would 
establish  annual  catch  limits  (ACLs)  and 


accountability  measures  (AMs)  for 
commercial  and  recreational  gag,  red 
grouper,  and  shallow-water  grouper 
(SWG);  establish  a  commercial  quota  for 
gag;  adjust  the  commercial  quotas  for 
red  grouper  and  shallow-water  grouper; 
establish  an  incidental  bycatch 
allowance  trip  limit  for  commercial  gag 
and  red  grouper;  reduce  the  commercial 
minimum  size  limit  for  red  grouper; 
reduce  the  gag  bag  limit  and  the 
aggregate  grouper  bag  limit;  increase  the 
red  grouper  bag  limit;  extend  the  closed 
season  for  recreational  shallow-water 
grouper;  establish  a  new  reef  fish 
seasonal-area  closure;  eliminate  the  end 
date  for  the  Madison-Swanson  and 
Steamboat  Lumps  marine  reserves;  and 
require  that  federally  permitted  reef  fish 
vessels  comply  with  the  more  restrictive 
of  Federal  or  state  reef  fish  regulations 
when  fishing  in  state  waters.  In 
addition.  Amendment  30B  would 
establish  management  targets  and 
thresholds  for  gag  consistent  with  the 
requirements  of  the  Sustainable 
Fisheries  Act;  set  the  gag  and  red 
grouper  total  allowable  catch  (TAG);  and 
establish  interim  allocations  for  the 
commercial  and  recreational  gag  and  red 
grouper  fisheries.  This  proposed  rule  is 
intended  to  end  overfishing  of  gag  and 
maintain  catch  levels  of  red  grouper 
consistent  with  achieving  optimum 
yield. 

DATES:  Written  comments  must  be 
received  on  or  before  January  2,  2009. 
ADDRESSES:  You  may  submit  comments 
on  the  proposed  rule,  identified  by 
“0648-AV80”  by  any  of  the  following 
methods; 

•  Electronic  Submissions:  Submit  all 
electronic  public  comments  via  the 
Federal  e-Rulemaking  Portal:  http:// 
WWW'. regulations. gov. 

•  Fax;  727-824-5308;  Attention: 

Peter  Hood. 

•  Mail;  Peter  Hood,  Southeast 
Regional  Office,  NMFS,  263  13th 
Avenue  South,  St.  Petersburg,  FL  33701. 

Instructions:  All  comments  received 
are  a  part  of  the  public  record  and  will 
generally  be  posted  to  http:// 
w'ww. regulations. gov  without  change. 

All  Personal  Identifying  Information  (for 
example,  name,  address,  etc.) 
voluntarily  submitted  by  the  commenter 
may  be  publicly  accessible.  Do  not 
submit  Confidential  Business 
Information  or  otherwise  sensitive  or 
protected  information. 

To  submit  comments  through  the 
Federal  e-Rulemaking  Portal:  http:// 
www.regulations.gov,  enter  “NOAA- 
NMFS-2008-0203”  in  the  keyword 
search,  then  select  “Send  a  Comment  or 
Submission.”  NMFS  will  accept 
anonymous  comments  (enter  N/A  in  the 


required  fields,  if  you  wish  to  remain 
anonymous).  You  may  submit 
attachments  to  electronic  comments  in 
Microsoft  Word,  Excel,  WordPerfect,  or 
Adobe  PD^  file  formats  only. 

Copies  of  Amendment  30B,  which 
includes  an  environmental  impact 
statement,  an  initial  regulatory 
flexibility  analysis  (IRFA),  and  a 
regulatory  impact  review  (RIR)  may  be 
obtained  from  the  Gulf  of  Mexico 
Fishery  Management  Council,  2203 
North  Lois  Avenue,  Suite  1100,  Tampa, 
EL  33607;  telephone  813-348-1630;  fax 
813-348-1711;  e-mail 
gulfcouncil@gulfcouncil.org;  or  may  be 
downloaded  from  the  Council’s  website 
at  http://www.gulfcouncil.org/. 

FOR  FURTHER  INFORMATION  CONTACT: 

Peter  Hood,  727-824-5305. 
SUPPLEMENTARY  INFORMATION:  The  reef 
fish  fishery  of  the  Gulf  of  Mexico  is 
managed  under  the  FMP.  The  FMP  was 
prepared  by  the  Council  and  is 
implemented  through  regulations  at  50 
CFR  part  622  under  the  authority  of  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act). 

Background 

The  Magnuson-Stevens  Act  requires 
NMFS  and  regional  fishery  management 
councils  to  prevent  overfishing  and 
achieve,  on  a  continuing  basis,  the 
optimum  yield  (OY)  from  federally 
managed  fish  stocks.  These  mandates 
are  intended  to  ensure  fishery  resources 
are  managed  for  the  greatest  overall 
benefit  to  the  nation,  particularly  with 
respect  to  providing  food  production 
and  recreational  opportunities,  and 
protecting  marine  ecosystems.  To 
further  this  goal,  the  Magnuson-Stevens 
Act  requires  fishery  managers  to  specify 
their  strategy  to  rebuild  overfished 
stocks  to  a  sustainable  level  within  a 
certain  time  frame,  and  to  minimize 
bycatch  and  bycatch  mortality  to  the 
extent  practicable.  The  reauthorized 
Magnuson-Stevens  Act  as  amended 
through  January  12,  2007,  requires  the 
councils  to  establish  ACLs  for  each 
stock  or  stock  complex  and  AMs  to 
ensure  these  ACLs  are  not  exceeded. 
This  proposed  rule  addresses  these 
requirements  for  gag  and  red  grouper. 

NMFS  has  published  proposed 
guidelines  to  address  the  new 
Magnuson-Stevens  Act  requirements  for 
ACLs  and  AMs.  A  proposed  rule  for 
these  guidelines  was  published  in  the 
Federal  Register  on  June  9,  2008  (73  FR 
32526),  and  requested  public  comment. 
According  to  these  guidelines,  stocks  in 
the  fishery  should  have  quantitative 
reference  points,  including  status 
determination  criteria,  maximum 
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sustainable  yield  (MSY),  overfishing 
limit  (OFL),  acceptable  biological  catch 
(ABC),  an  annual  catch  limit  (ACL),  and 
an  annual  catch  target  (ACT).  These 
reference  points  have  been  defined  in 
the  proposed  guidelines  and  have  not 
been  repeated  here.  NMFS  recommends 
a  management  approach  where  the  OFL 

>  ABC  >  ACL  >  ACT,  however,  the 
relationship  between  these  reference 
points  could  also  be  OFL  >  ABC  >  ACL 

>  ACT.  The  intent  of  the  proposed 
guidance  is  to  establish  a  system  of 
limits  and  targets  that  account  for 
scientific  and  management  uncertainty 
and  reduce  the  likelihood  that 
overfishing  will  occur.  The  Magnuson- 
Stevens  Act  also  requires  each  Council 
to  develop  ACLs  that  may  not  exceed 
the  fishing  level  recommendations  of 
the  Science  and  Statistical  Committee 
(SSC)  or  peer  review  process.  In  this 
proposed  rule,  NMFS  identifies  these 
recommended  reference  points  for  gag, 
red  grouper,  and  SWG,  and  how  they 
comply  with  the  proposed  guidance. 

Status  of  Stocks 

The  most  recent  gag  stock  assessment 
completed  in  2006  concluded  that  the 
stock  is  not  overfished,  but  is 
undergoing  overfishing.  Following  a  re¬ 
analysis  in  2007,  overfishing  was  still 
determined  to  be  occurring  in  2004 
under  the  maximum  fishing  mortality 
threshold  (MFMT).  The  Council’s  Reef 
Fish  SSC  concurred  with  the  overfishing 
determination  at  its  June  2007  and  May 
2008  meetings.  This  proposed  rule  is 
necessary  to  end  overfishing  of  gag  by 
defining  benchmarks  and  thresholds  for 
gag,  adjusting  TAC,  and  implementing 
new  management  measures  to  reduce 
gag  fishing  mortality  to  sustainable 
levels.  Although  the  gag  stock  would 
not  be  overfished  under  any  of  the 
alternatives  for  minimum  stock  size 
threshold  (MSST)  considered  hy  the 
Council  in  Amendment  30B,  the  stock 
was  recognized  to  be  below  tbe  biomass 
levels  associated  with  harvesting  the 
stock  at  OY  (Boy,  or  biomass  at  OY). 
Therefore,  proposed  management 
measures  are  designed  to  end 
overfishing  and  allow  the  stock  to 
increase  to  Bov¬ 
in  2002,  red  grouper  were  determined 
to  be  undergoing  overfishing,  but  not 
overfished.  At  that  time,  stock  biomass 
was  below  Bmsy  (biomass  at  MSY), 
requiring  a  rebuilding  plan  be 
established  in  2004.  In  2007,  red 
grouper  were  re-assessed.  Using  data 
through  2005,  the  new  stock  assessment 
determined  overfishing  had  ended  and 
stock  biomass  had  increased  to 
optimum  yield.  The  assessment  showed 
the  stock  had  recovered,  in  large  part 
due  to  strong  recruitment  year  classes  in 


the  late  1990s  and  2000.  This  proposed 
rule  would  increase  TAC  and  revise 
management  measures  to  reflect  the 
improved  condition  of  the  red  grouper 
stock. 

Reference  Points  and  Thresholds  for 
Gag 

The  Magnuson-Stevens  Act  requires 
that  each  FMP  define  reference  points  in 
the  form  of  MSY  and  OY,  and  specify 
objective  and  measurable  criteria  for 
identifying  when  a  fishery  is  overfished 
(MSST)  or  undergoing  overfishing 
(MFMT).  Together,  these  four 
parameters  are  intended  to  provide 
fishery  managers  with  the  tools  to 
measure  fishery  status  and  performance. 
Amendment  30B  would  establish 
MSST,  MFMT,  and  OY  for  gag  based  on 
the  biomass  reference  point 
corresponding  to  maximum  yield  per 
recruit  (MAX),  which  in  this  instance  is 
the  proxy  for  MSY.  MFMT  would  be  tbe 
fishing  mortality  rate  (F)  equal  to  Fmax- 
MSST  would  be  defined  as  (1- 
M)*SSBmax  (M=0.15),  where  M  is  the 
natural  mortality  rate,  and  SSB  is  the 
spawning  stock  biomass.  To  be 
consistent  with  NMFS’  technical 
guidance.  Amendment  30B  would  also 
revise  the  current  specification  of  OY, 

20  percent  spawning  potential  ratio,  to 
be  the  yield  corresponding  to  an  F 
defined  as  Fqy  =  0.75*Fmax. 

Gag  and  Red  Grouper  TAG 

National  standard  1  of  the  Magnuson- 
Stevens  Act  requires  management 
measures  prevent  overfishing,  while 
achieving,  on  a  continuing  basis,  tbe  OY 
for  the  fishery.  To  end  overfishing  of 
gag,  but  still  achieve  the  OY  in  the 
fishery,  the  SSC  recommended  the  ACL 
for  gag  to  be  the  yield  no  greater  than 
that  associated  with  fishing  at  Fmax-  For 
2009,  this  value  would  be  no  greater 
than  4.25  million  lb  (1.92  million  kg). 
However,  in  Amendment  30B,  the 
Council  proposes  to  set  TAC  under  a 
more  conservative  constant  Foy 
management  approach.  Under  this 
scenario,  TAC  for  gag  would  be  set  at 
3.38  million  lb  (1.53  million  kg)  for 
2009.  In  2010,  it  would  increase  to  3.62 
million  lb  (1.64  million  kg),  and  in 
2011,  it  would  increase  again  to  3.82 
million  lb  (1.73  million  kg).  TAC  would- 
remain  at  the  2011  level  until  revised 
based  on  a  subsequent  stock  assessmerit 
and  appropriate  rulemaking. 

For  red  grouper,  the  SSC 
recommended  an  ABC  range  from  7.57 
million  lb  (3.43  million  kg),  which 
equals  the  long-term  OY,  to  7.72  million 
lb  (3.50  million  kg),  which  is  equal  to 
the  long-term  MSY.  Under  Amendment 
30B,  the  Council  proposes  to  set  the  red 
grouper  TAC  at  the  more  conservative 


equilibrium  OY  level  for  the  years  2009 
through  2011.  TAC  would  remain  at  the 
2011  level  until  revised  based  on  a 
subsequent  stock  assessment  and 
appropriate  rulemaking.  This  increase 
in  TAC  from  the  current  6.56  million  lb 
(2.97  million  kg)  would  allow  the 
species  to  be  fished  at  the  OY  level 
because  the  stock  has  been  rebuilt. 

Allocations 

National  standard  4  of  the  Magnuson- 
Stevens  Act  requires  that  fisheries  be 
managed  in  a  fair  and  equitable  manner 
across  all  sectors.  This  is  true  of  both 
the  commercial  and  recreational 
components  of  gag  and  red  grouper. 
However,  management  measures  differ 
between  commercial  and  recreational 
sectors,  due  to  differences  inherent  in 
the  fisheries  (e.g.,  fishing  gear,  fishing 
effort).  Recognizing  the  difficulties 
involved  in  allocating  resources  across 
fishery  sectors,  the  Council  appointed 
an  Ad  Hoc  Allocation  Committee 
composed  of  Council  members  to 
examine  fair  and  equitable  ways  to 
allocate  reef  fish  resources.  Amendment 
30B  includes  interim  allocations,  which 
would  be  in  effect  until  the  Council  and 
NMFS  could  implement  separate 
rulemaking  to  allocate  grouper  resources 
between  recreational  and  commercial 
components  of  the  SWG  fishery  on  a 
permanent  basis. 

In  the  interim.  Amendment  30B 
proposes  allocations  for  commercial  and 
recreational  gag  and  red  grouper  based 
on  the  average  landings  during  the  years 
1986  through  2005.  For  gag,  the 
allocation  would  be  61  percent 
recreational  and  39  percent  commercial. 
For  red  grouper,  the  allocation  would  be 
24  percent  recreational  and  76  percent 
commercial. 

Proposed  Management  Measures  for 
Gag,  Red  Grouper,  and  SWG 

Gommercial  Measures 

The  proposed  rule  would  establish 
commercial  quotas  and  ACLs  for  gag,  - 
red  grouper,  and  SWG,  and  reduce  the 
commercial  minimum  size  limit  for  red 
grouper.  The  quotas  are  ACTs  and  the 
ACLs  are  OFLs,  which  is  consistent 
with  the  proposed  NMFS  guidelines. 
Also  consistent  with  the  NMFS 
proposed  guidance,  the  quotas,  or  ACT 
levels,  are  less  than  the  ACLs.  The  ACLs 
are  based  on  the  yield  associated  with 
fishing  at  Fmax  (gag)  or  equilibrium  . 
MSY  (red  grouper).  Tbe  gag  and  red 
grouper  quotas  are  associated  with  the 
yields  from  fishing  at  the  more 
conservative  Fqy  (gag)  or  equinbrium 
OY  (red  grouper).  The  gag  and  red 
grouper  quotas  are  calculated  by 
multiplying  the  TAC  for  a  specific  year 
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by  each  species’  commercial  interim 
allocations.  The  gag  quota  would  be  set 
at  1.32  million  lb  (598,742  kg)  in  2009, 
1.41  million  lb  (639,565  kg)  in  2010,  and 
1.49  million  lb  (675,853  kg)  in  2011. 

The  red  grouper  quota  would  be  set  at 
5.75  million  lb  (2.61  million  kg)  for  all 
three  years.  The  SWG  quota  includes 
gag,  red  grouper,  and  the  other  SWG 
species  that  make  up  the  SWG  complex, 
namely  black  grouper,  yellowfin 
grouper,  rock  hind,  red  hind, 
yellowmouth  grouper,  and  scamp  before 
the  SWG  quota  is  reached,  at  which 
time  scamp  is  considered  a  DWG.  The 
other  SWG  species  allowance  would  be 
0.41  million  lb  (0.19  million  kg)  for  all 
three  years,  which  is  based  on  the 
average  landings  for  the  baseline  years 
of  2001  through  2004.  Therefore,  the 
SWG  quota  would  be  the  sum  of  the  gag 
and  red  grouper  quotas  and  the  other 
SWG  species  allow'ance  and  be  set  at 
7.48  million  lb  (3.39  million  kg)  in  2009, 
7.57  million  lb  (3.43  million  kg)  in  2010, 
and  7.65  million  lb  (3.47  million  kg)  in 
2011.  These  commercial  quotas  would 
remain  at  the  2011  level  until  revised 
based  on  a  subsequent  stock  assessment 
and  appropriate  rulemaking. 

Tbe  commercial  minimum  size  limit 
for  red  grouper  w'ould  be  reduced  from 
20  inches  (50.8  cm)  to  18  inches  (45.7 
cm)  total  length  (TL).  Reducing  the 
commercial  minimum  size  limit  for  red 
grouper  would  decrease  the  number  of 
discarded  fish  and  is  estimated  to 
increase  yield-per-recruit. 

The  proposed  management  measures 
for  gag,  including  the  quota  reduction, 
in  combination  w'ith  the  recreational 
restrictions  and  accountability 
measures,  are  intended  to  end 
overfishing  of  gag  immediately.  The 
increase  in  the  red  grouper  quota,  in 
combination  with  reduction  in  the 
commercial  minimum  size  limit,  w'ould 
help  to  ensure  the  fishery  achieves  OY 
for  the  red  grouper  stock. 

To  prevent  an  early  season  closure  of 
the  SWG  fishery,  this  proposed  rule 
would  authorize  the  Assistant 
Administrator  for  Fisheries,  NOAA, 

(AA)  to  file  a  notification  with  the 
Office  of  the  Federal  Register  to 
implement  an  incidental  bycatch 
allowance  trip  limit  when  80  percent  of 
the  gag  or  red  grouper  quota  is  reached 
or  projected  to  be  reached.  Harvest  of 
the  remaining  shallow-water  species 
w'ould  continue  with  an  incidental 
harvest  allowance  on  the  closed  species 
of  200  Ih  (91  kg)  until  either  the  gag,  red 
grouper,  or  SWG  quota  is  reached  or 
projected  to  be  reached,  upon  which  the 
entire  SWG  fishery  would  close.  The 
incidental  harvest  provision  would  not 
be  implemented  unless  the  quota  for  the 
applicable  species  is  projected  to  be 


harvested  prior  to  the  end  of  the  fishing 
year. 

Recreational  Measures 

This  proposed  rule  would  establish 
new  grouper  bag  limits  and  extend  the 
Gulf  grouper  recreational  closed  season. 
These  recreational  measures  would 
reduce  gag  landings  by  26  percent  and 
increase  red  grouper  landings  by  17 
percent.  The  aggregate  grouper  bag  limit 
would  be  reduced  from  5  fish  to  4  fish 
per  person  per  day.  Within  this 
aggregate  bag  limit,  there  is  a  2-fish  gag 
bag  limit  and  a  2-fish  red  grouper  bag 
limit  per  person  per  day.  Lowering  the 
aggregate  grouper  bag  limit  is  intended 
to  slow  or  prevent  a  shift  in  effort  from 
gag  to  other  SWG  and  deep-water 
grouper  (DWG)  species  as  a  result  of 
actions  to  constrain  the  harvest  of  gag. 
Although  DWG  and  SWG  species  other 
than  gag  and  red  grouper  represent  a 
small  portion  of  the  recreational  harvest, 
they  could  be  significantly  affected  by 
shifts  in  fishing  effort  resulting  from 
changes  to  gag  and  red  grouper 
regulations.  Reducing  the  aggregate  bag 
limit  to  4  fish  will  slightly  reduce  the 
likelihood  that  AMs  in  the  proposed 
rule  will  be  triggered.  Few  recreational 
anglers  (approximately  3  percent) 
currently  land  on  average  more  than  4 
grouper  per  trip. 

The  recreational  closed  season  would 
be  extended  from  a  one  month  closed 
season,  namely  February  15  through 
March  15,  to  a  two  month  closed  season, 
from  February  1  through  March  31  each 
year  and  would  include  all  SWG  species 
instead  of  just  gag,  black,  and  red 
grouper.  This  would  allow  for  a  291  day 
open  season  for  SWG  species.  Although 
regional  differences  in  the  distribution 
of  gag,  red  grouper,  and  other  SWG 
exist,  in  general,  the  various  species  are 
caught  in  the  same  geographic  areas, 
depth,  and  habitat.  For  this  reason, 
seasonal  closures  that  pertain  to  the 
entire  recreational  SWG  fishery  are 
proposed  to  minimize  bycatch  and 
prevent  effort  shifting.  DWG  species 
were  not  included  in  the  seasonal 
closure  because  they  are  infrequently 
caught  when  fishing  for  SWG,  account 
for  a  small  percentage  of  the  recreational 
grouper  harvest,  and  suffer  from  severe 
barotrauma  upon  ascent  from  the  deep 
depths  where  they  are  caught, 
increasing  the  likelihood  of  discard 
mortality.  Warsaw  grouper  and  speckled 
hind  are  further  protected  by  a  1-fisb 
per  vessel  per  day  bag  limit. 

Tbe  proposed  rule  would  also 
establish  ACLs  and  AC^Ts  for  the 
recreational  fishery.  ACLs  are  equal  to 
OFLs,  which  is  consistent  with  the 
proposed  NMFS  guidelines.  Also 
consistent  with  the  proposed  NMFS 


guidance,  the  ACTs  are  less  than  the 
ACLs.  The  ACLs  are  based  on  yield 
associated  with  fishing  at  Fmax  (gag)  or 
equilibrium  MSY  (red  grouper)  but  the 
ACTs  are  based  on  the  yields  from 
fishing  at  the  more  conservative  Fqy 
(gag)  or  equilibrium  OY  (red  grouper). 
Harvests  exceeding  the  ACLs  would 
trigger  implementation  of  the  AMs.  For 
gag,  the  respective  ACTs  and  ACLs 
would  be  2.06  million  lb  (934,400  kg) 
and  2.59  million  lb  (1.17  million  kg)  for 
2009;  2.14  million  lb  (969,648  kg)  and 
2.64  million  lb  (1.20  million  kg)  for 
2010;  and  2.20  million  lb  (997,903  kg) 
and  2.67  million  lb  (1.21  million  kg)  for 
2011,  and  subsequent  fishing  years.  For 
red  grouper,  the  ACT  and  ACL  would  be 
1.82  million  lb  (824,642  kg)  and  1.85 
million  lb  (838,235  kg),  respectively. 
These  ACTs  and  ACLs  could  be  revised 
in  the  future  based  on  subsequent  stock 
assessment  results  and  through 
appropriate  rulemaking. 

Accountability  Measures  (AMs)  for  Gag, 
Red  Grouper,  and  SWG 

This  proposed  rule  would  establish 
AMs  for  gag,  red  grouper,  and  SWG. 
These  AMs  are  intended  to  ensure 
landings  do  not  exceed  the  TACs 
proposed  for  gag,  red  grouper,  and  SWG. 

If  commercial  landings,  as  estimated 
by  the  Southeast  Fisheries  Science 
Center  (SEFSC),  reach  or  are  projected 
to  reach  the  commercial  quotas  for  gag, 
red  grouper,  or  SWG,  the  proposed  rule 
would  authorize  the  AA  to  file  a 
notification  with  the  Office  of  the 
Federal  Register  to  close  the  SWG 
fishery,  in  accordance  with  the 
application  of  quota  closures  described 
in  the  “Commercial  Measures”  section 
above,  for  the  remainder  of  that  fishing 
year.  In  addition,  if  the  in-season 
closure  does  not  prevent  commercial 
landings  from  exceeding  the  applicable 
ACL,  this  proposed  rule  would 
authorize  the  AA  to  file  a  notification 
with  the  Office  of  the  Federal  Register 
maintaining  the  prior  year’s  gag,  red 
grouper,  or  SWG  commercial  quota  in 
the  following  fishing  year. 

If  recreational  landings,  as  estimated 
by  the  SEFSC,  exceed  the  red  grouper  or 
gag  ACLs,  this  proposed  rule  would 
authorize  the  AA  to  file  a  notification 
with  the  Office  of  the  Federal  Register 
maintaining  the  prior  year’s  gag  or  red 
grouper  target  catch  level  the  following 
fishing  year.  In  addition,  the  notification 
would  reduce  the  length  of  the 
recreational  SWG  fishing  season  in  the 
following  year  by  the  amount  necessary 
to  ensure  recreational  gag  and  red 
grouper  landings  do  not  exceed  the 
recreational  target  catch  level  for  that 
fishing  year.  Recreational  landings 
would  be  evaluated  relative  to  tbe 
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applicable  ACL  as  follows.  For  2009, 
only  2009  recreational  landings  for  gag 
and  red  grouper  will  be  compared  to  the 
ACL;  in  2010,  the  average  of  2009  and 
2010  recreational  landings  for  gag  and 
red  grouper  will  be  compared  to  the 
ACL;  and  in  2011  and  subsequent 
fishing  years,  the  3-year  running  average 
recreational  landings  for  gag  and  red 
grouper  will  be  compared  to  the  ACL. 

By  averaging  across  multiple  years, 
year-to-year  fluctuations  in  landings 
resulting  from  recruitment  variability, 
regulatory  restrictions  on  other  species, 
and  prevailing  economic  conditions 
would  be  diminished.  Using  3-year 
averages  of  landings  for  ACLs  is 
consistent  with  the  proposed  NMFS 
guidelines.  Target  catches,  quotas,  and 
ACLs  would  remain  at  2011  levels 
unless  revised  based  on  subsequent 
stock  assessment  results  and  through 
appropriate  rulemaking. 

Gulf  Seasonal  and  Area  Closures 

The  Madison-Swanson  and  Steamboat 
Lumps  marine  reserves  were  established 
in  2000,  and  reauthorized  in  2004  to 
protect  spawning  areas  for  gag  and  other 
reef  fish  species.  The  proposed  rule 
would  allow  the  Madison-Swanson  and 
Steamboat  Lumps  marine  reserves  to 
remain  in  effect  until  terminated  by  a 
subsequent  amendment. 

This  proposed  rule  would  also  create 
a  seasonal/area  closure  called  the 
“Edges”  to  protect  grouper  spawning 
aggregations.  This  closure  is 
implemented  in  lieu  of  the  February  15 
through  March  15  commercial  closure 
for  gag,  red  grouper,  and  black  grouper. 
Within  this  new  seasonal/area  closure, 
fishing  for  any  species  under  Council 
jurisdiction  would  be  prohibited  from 
January  1  through  April  30  each  year. 
Closing  this  area  to  all  fishing  for  any 
species  under  Council  jurisdiction,  will 
aid  enforcement,  reduce  poaching,  and 
benefit  other  reef  fish  stocks  undergoing 
overfishing  or  that  are  overfished  (e.g. 
red  snapper,  greater  amberjack,  gray 
triggerfish). 

Federal  Regulatory  Compliance  in  State 
Waters 

NMFS  and  state  fishery  management 
agencies  usually  work  cooperatively  to 
implement  consistent  regulations  in 
Federal  and  state  waters,  making  it 
easier  for  enforcement  capabilities  and 
for  managing  the  fisheries.  However, 
there  are  some  situations  in  which 
Federal  and  state  regulations  differ. 
When  there  are  less  restrictive 
regulations  in  state  waters,  the 
effectiveness  of  Federal  regulations 
diminishes.  In  developing  regulations, 
analyses  for  Council  amendments  and 
FMPs  assume  that  Gulf  states  will 


comply  with  proposed  Federal 
regulations.  If  some  of  the  states  do  not 
adopt  consistent  regulations,  then 
projected  reductions  in  harvest  and 
fishing  mortality  may  not  occur, 
compromising  the  Council’s  ability  to 
end  overfishing  and  rebuild  overfished 
stocks.  To  prevent  overfishing,  or  stay 
within  rebuilding  schedules,  NMFS  and 
the  remaining  states,  may  be  forced  to 
implement  even  stricter  regulations. 
Therefore,  to  improve  the  effectiveness 
of  Federal  management  measures, 
federally  permitted  reef  fish  vessels,  as 
a  condition  of  their  permit,  would  be 
required  to  comply  with  the  more 
restrictive  of  state  or  Federal  reef  fish 
regulations  when  fishing  in  state  waters. 

Availability  of  Amendment  30B 

Additional  background  and  rational 
for  the  measures  discussed  above  are 
contained  in  Amendment  30B.  The 
availability  of  Amendment  30B  was 
announced  in  the  Federal  Register  on 
October  28,  2008  (73  FR  63932).  Written 
comments  on  Amendment  30B  must  be 
received  by  December  29,  2008.  All 
comments  received  on  Amendment  30B 
or  on  this  proposed  rule  during  their 
respective  comment  periods  will  be 
addressed  in  the  preamble  of  the  final 
rule. 

Classification 

Pursuant  to  section  304(b)(1)(A)  of  tbe 
Magnuson-Stevens  Act,  the  AA  has 
determined  that  this  proposed  rule  is 
consistent  with  Amendment  30B,  other 
provisions  of  the  Magnuson-Stevens 
Act,  and  other  applicable  law,  subject  to 
further  consideration  after  public 
comment. 

This  proposed  rule  has  been 
determined  to  be  not  significant  for 
purposes  of  Executive  Order  12866. 

NMFS  prepared  a  Draft 
Environmental  Impact  Statement  (DEIS) 
for  this  amendment.  A  notice  of 
availability  for  the  DEIS  was  published 
on  August  8,  2008  (73  FR  46269). 

NMFS  prepared  an  IRFA,  as  required 
by  section  603  of  the  Regulatory 
Flexibility  Act,  for  this  proposed  rule. 
The  IRFA  describes  tbe  economic 
impact  this  proposed  rule,  if  adopted, 
would  have  on  small  entities.  A 
description  of  the  action,  why  it  is  being 
considered,  and  the  objectives  of,  and 
legal  basis  for  this  action  are  contained 
at  the  beginning  of  this  section  in  the 
preamble  and  in  the  SUMMARY  section  of 
the  preamble.  A  copy  of  the  full  analysis 
is  available  from  the  Council  (see 
ADDRESSES).  A  summary  of  the  IRFA 
follows. 

The  proposed  rule  would  set 
thresholds  and  benchmarks  for  gag,  with 
MFMT  equated  to  Fmax.  MSST  equated 


to  (1-M)*SSBmax,  and  OY  equated  to 
the  yield  at  75  percent  of  Fmax;  set  gag 
TACs  in  2009,  2010,  and  2011  at  3.38 
million  lb  (1.53  million  kg),  3.62  million 
lb  (1.64  million  kg),  and  3.82  million  lb 
(1.73  million  kg),  respectively,  with  3.82 
million  (1.73  million  kg)  being  the  TAG 
for  subsequent  years  until  changed  by 
another  amendment;  set  red  grouper 
TAG  at  7.57  million  lb  (3.43  million  kg); 
set  the  recreational  xommercial 
allocation  of  TACs  at  61:39  for  gag  and 
24:76  for  red  grouper;  set  SWG  ACLs 
and  AMs;  set  the  commercial  gag  and 
red  grouper  quotas  based  on  the  ' 
commercial  allocation  ratio,  the  other 
SWG  allowance  at  0.41  million  lb  (0.19 
million  kg),  and  tbe  aggregate  grouper 
quota  as  tbe  sum  of  the  gag,  red  grouper, 
and  other  SWG  allowance:  implement 
an  incidental  harvest  of  200  lb  (90.8  kg) 
per  trip  for  gag  or  red  grouper  when  80 
percent  of  its  quota  is  projected  to  be 
reached  until  either  the  gag,  red 
grouper,  or  SWG  quota  is  reached  or 
projected  to  be  reached,  upon  which  the 
SWG  fishery  would  close;  establish  an 
aggregate  grouper  bag  limit  of  4  grouper 
per  person,  establish  a  gag  and  a  red 
grouper  bag  limit  of  2  fisb  per  person  for 
each  species  within  the  aggregate  bag 
limit,  and  close  tbe  recreational  SWG 
fishery  February  1-Marcb  31;  reduce  the 
red  grouper  minimum  size  limit  to  18 
inches  TL  for  the  commercial  fishery; 
prohibit  all  fishing  under  the  Gouncil’s 
jurisdiction  January-April,  but  allow  all 
fishing  in  other  months,  within  the 
Edges  closed  area;  allow  the  Madison- 
Swanson  and  Steamboat  Lumps  reserves 
to  remain  in  effect  indefinitely;  and, 
require  all  vessels  with  Federal 
commercial  or  charter  vessel/headboat 
reef  fish  permits  to  comply  with  the 
more  restrictive  of  state  or  Federal  reef 
fish  regulations  when  fishing  in  state 
waters.  The  Magnuson-Stevens  Act 
provides  the  statutory  basis  for  the 
proposed  rule. 

No  duplicative,  overlapping,  or 
conflicting  Federal  rules  have  been 
identified.  This  proposed  rule  would 
not  alter  existing  reporting,  record¬ 
keeping,  or  other  compliance 
requirements. 

This  proposed  rule  would  be  expected 
to  directly  affect  vessels  that  operate  in 
the  Gulf  of  Mexico  commercial  reef  fish 
fishery  and  for-hire  reef  fish  fisheries, 
and  reef  fish  dealers  or  processors.  The 
Small  Business  Administration  (SBA) 
has  established  size  criteria  for  all  major 
industry  sectors  in  the  U.S.  including 
fish  harvesters,  for-hire  operations,  fish 
processors,  and  fish  dealers.  A  business 
involved  in  fish  harvesting  is  classified 
as  a  small  business  if  it  is  independently 
owned  and  operated,  is  not  dominant  in 
its  field  of  operation  (including  its 
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affiliates),  and  has  combined  annual 
receipts  not  in  excess  of  $4.0  million 
(NAICS  code  114111,  finfish  fishing)  for 
all  affiliated  operations  worldwide.  For 
for-hire  operations,  the  other  qualifiers 
apply  and  the  annual  receipts  threshold 
is  S6.5  million  (NAICS  code  713990, 
recreational  indu.stries).  For  seafood 
processors  and  dealers,  rather  than  a 
receipts  threshold,  the  SBA  uses  an 
employee  threshold  of  500  or  fewer 
persons  on  a  full-time,  part-time, 
temporary,  or  other  basis,  at  all  affiliated 
operations  for  a  seafood  processor  and 
100  or  fewer  persons  for  a  seafood 
dealer. 

A  Federal  commercial  reef  fish  permit 
is  required  to  operate  in  the  Gulf  of 
Mexico  commercial  reef  fish  fishery, 
and  a  moratorium  on  the  issuance  of 
new  permits  has  been  in  effect  since 
1992.  A  total  of  1,209  vessels  with 
commercial  reef  fish  permits  is 
estimated  to  comprise  the  universe  of 
commercial  harvest  operations  in  the 
fishery.  For  the  period  2001-2006,  an 
average  of  631  vessels  harvested  varying 
amounts  of  gag,  732  vessels  harvested 
varying  amounts  of  red  grouper,  and  888 
vessels  harvested  varying  amounts  of 
SWG.  These  numbers  are  not  additive 
because  some  of  these  vessels  harvested 
a  combination  of  grouper  species.  The 
SWG  complex  includes  red  grouper  and 
gag.  therefore  there  is  substantial 
overlap  in  harvest  of  grouper  species 
among  these  vessels. 

The  annual  average  gross  revenue  and 
net  income  per  vessel  for  vessels  in  the 
SWG  fishery  is  unknown.  For  all  vessels 
in  the  commercial  reef  fish  fishery,  the 
average  annual  gross  revenue, 
respectively,  for  vertical  line  vessels  is 
estimated  to  range  from  approximately 
$24,100  (2005  dollars:  $6,800  net 
income)  to  $110,100  ($28,500  net 
income),  while  the  values  for  bottom 
longline  vessels  are  approximately 
$87,600  (2005  dollars;  $15,000  net 
income)  to  $117,000  ($25,500  net 
income).  Some  fleet  behavior  is  known 
to  exist  in  the  commercial  reef  fish 
fishery,  but  the  extent  of  such  is 
unknown,  though  the  maximum  number 
of  permits  reported  to  be  owned  by  the 
same  entity  is  six.  Additional  permits  in 
this  and  other  fisheries  (and  associated 
revenues)  may  be  linked  through 
affiliation  rules  but  these  links  cannot 
be  made  using  existing  data. 
Nevertheless,  based  on  the  average 
annual  gross  revenue  information  for  all 
commercial  reef  fish  vessels,  NMFS 
determines,  for  the  purpose  of  this 
analysis,  that  all  commercial  reef  fish 
entities  potentially  affected  by  this 
proposed  rule  are  small  business 
entities. 


An  estimated  1,692  vessels  are 
permitted  to  operate  in  the  Gulf  of 
Mexico  reef  fish  for-hire  fishery.  It  is 
unknown  how  many  of  these  vessels 
operate  as  headboats  or  charterboats,  a 
distinction  which  is  based  on  pricing 
behavior,  and  individual  vessels  may 
operate  as  both  types  of  operations  at 
different  times.  However,  76  vessels 
participate  in  the  Federal  headboat 
lopbook  program.  Several  entities  own 
multiple  for-hire  permits,  and  at  least 
one  entity  is  determined  to  own  as 
many  as  12  permits. 

The  average  charterboat  is  estimated 
to  generate  approximately  $77,000  (2005 
dollars)  in  annual  revenues,  while  the 
comparable  figure  for  an  average 
headboat  is  approximately  $404,000 
(2005  dollars).  Based  on  the  average 
annual  gross  revenue  information  for 
these  vessels,  NMFS  determines,  for  the 
purpose  of  this  analysis,  that  all  for-hire 
entities  potentially  affected  by  this 
proposed  rule  are  small  business 
entities. 

Based  on  vessel  logbook  records  for 
2004-2006,  an  average  of  156  dealers 
actively  bought  and  sold  gag  and  172 
dealers  actively  bought  and  sold  red 
grouper.  All  reef  fish  processors  would 
be  included  in  this  total  because  a 
processor  must  be  a  dealer.  Dealers 
ofteq  hold  multiple  types  of  permits  and 
operate  in  both  Federal  and  state 
fisheries.  It  is  unknown  what  percentage 
of  any  of  the  average  dealer’s  business 
comes  from  SWG- 

Average  employment  information  per 
reef  fish  dealer  is  unknown.  Although 
dealers  and  processors  are  not 
synonymous  entities,  total  employment 
for  reef  fish  processors  in  the  Southeast 
is  estimated  at  approximately  700 
individuals,  both  part  and  full  tipie. 
Although  all  processors  must  be  dealers, 
a  dealer  need  not  be  a  processor. 

Further,  processing  is  a  much  more 
labor-intensive  exercise  than  dealing. 
Therefore,  given  the  employment 
estimate  for  the  processing  sector  and 
the  total  number  of  dealers  operating  in 
the  reef  fish  fishery,  NMFS  determines 
that  the  average  number  of  employees 
per  dealer  and  processor  does  not 
surpass  the  SBA  employment 
benchmark  and,  NMFS  determines,  for 
the  purpose  of  this  analysis,  that  all 
dealers  potentially  affected  by  this  rule 
are  small  entities. 

Relative  to  the  baseline  consisting  of 
all  no  action  alternatives,  the  proposed 
action  would  reduce  the  net  operating 
revenues  of  commercial  vessels  by  $5.3 
million  (in  2005  dollars)  over  the  period 
2008-2013.  It  would  be  equivalent  to  an 
annual  loss  of  $0.88  million.  If  this  loss 
were  equally  shared  by  all  888  vessels 
landing  any  species  of  SWG,  the  loss  per 


vessel  would  be  $991  annually.  Of  the 
888  vessels  landing  any  grouper  species 
during  the  period  2001-2006,  114 
vessels  landed  less  than  100  lb  (45.4  kg), 
232  vessels  landed  between  100  and 
1,000  lb  (454  kg),  229  vessels  landed 
between  1,000  lb  and  5,000  lb  (2,270 
kg),  271  vessels  landed  between  5,000  lb 
and  50,000  lb  (22,700  kg),  and  42 
vessels  landed  more  than  50,000  lb. 
Although  the  estimated  reduction  in  net 
operating  income  could  be 
accommodated  by  the  42  highest  and 
even  271  next  highest  volume  vessels,  it 
could  be  quite  burdensome  to  others, 
particularly  the  114  lowest  volume 
vessels. 

Although  for-hire  vessels  do  not 
derive  revenues  from  grouper  sales, 
most  vessels  target  these  species  at  some 
time  during  the  year.  Assuming  angler 
demand  declines  in  response  to  the 
proposed  restrictions  for  these  species, 
revenue  and  profit  reductions  can  be 
projected.  As  a  result  of  the  proposed 
action  on  grouper,  the  for-hire  sector  is 
projected  to  experience  a  loss  in  net 
income  of  approximately  $405  thousand 
to  $794  thousand  per  year.  If  these 
losses  were  distributed  equally  across 
all  the  1,692  for-hire  vessels  in  the 
fishery,  the  resulting  loss  per  vessel 
would  be  between  $239  and  $469  per 
vessel.  Some  for-hire  vessels,  such  as 
those  in  Florida,  are  likely  more 
dependent  on  grouper  than  other  vessels 
due  to  where  they  fish  and  client 
preferences  and,  thus,  may  be  more 
severely  affected  by  the  proposed 
action. 

Three  alternatives,  including  no 
action,  were  considered  for  the  action  to 
set  thresholds  and  benchmarks  for  gag. 
The  first  alternative  (no  action)  to  the 
proposed  action  would  not  comply  with 
the  Sustainable  Fisheries  Act 
requirement  to  establish  more 
scientifically-based  thresholds  and 
benchmarks.  The  other  alternative  to  the 
proposed  action  would  provide  a  less 
conservative  proxy  for  MSY,  and  would 
likely  result  in  catch  levels  in  excess  of 
the  true  MSY.  Each  of  the  alternatives, 
including  the  proposed  action,  would 
not  have  direct  impacts  on  small 
entities,  but  w’ould  serve  as  a  platform 
for  the  development  of  specific 
management  measures. 

Five  alternatives,  including  no  action, 
were  considered  for  the  action  to  set  gag 
TACs.  The  first  alternative  (no  action)  to 
the  proposed  action  would  not  provide 
for  a  gag  TAG,  and  thus  would  allow 
continued  overfishing  of  the  stock.  The 
second  alternative  to  the  proposed 
action  uses  a  stepped  approach  to 
managing  TAG  levels  by  setting  TAG  at 
three-year  intervals.  This  alternative, 
however,  is  susceptible  to  providing 
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management  measures  that  could  result 
in  overages  in  years  2  and  3  of  the 
interval.  It  could,  tbus,  trigger  AMs  that 
would  have  potentially  larger  adverse 
impacts  on  small  entities.  The  third 
alternative  to  the  proposed  action  is 
similar  to  the  proposed  action,  but  it 
would  set  fishing  mortality  rate  right  at 
the  threshold.  This  is  more  likely  to 
generate  overfishing  situations  that 
would  only  require  more  stringent 
regulations.  The  fourth  alternative  to  the 
proposed  action  is  similar  to  the  second 
alternative  and  thus  would  be  saddled 
with  similar  problems.  In  addition,  it  is 
also  susceptible  to  providing 
management  measures  that  would  result 
in  overages  in  years  2  and  3  of  each 
interval,  setting  the  stage  for  application 
of  AMs. 

Three  alternatives,  including  no 
action,  were  Considered  for  the  action  to 
set  a  red  grouper  TAG.  The  first 
alternative  (no  action)  to  the  proposed 
action  wpuld  retain  the  red  grouper 
TAG  at  6.56  million  lb  (2.98  million  kg). 
The  proposed  red  grouper  TAG  of  7.57  . 
million  lb  (3.43  million  kg)  would 
provide  more  benefits  to  small  entities 
than  the  no  action  alternative.  The 
second  alternative  to  the  proposed 
action  would  set  a  higher  TAG  of  7.72 
million  lb  (3.50  million  kg) 
corresponding  to  fishing  at  equilibrium 
FMSY  as  opposed  to  equilibrium  FOY 
in  the  proposed  action.  Although  this 
higher  TAG  would  be  more  beneficial  to 
small  entities,  it  is  right  at  the  threshold 
when  AMs  would  set  in.  This  higher 
TAG,  then,  would  place  at  higher 
probability  the  imposition  of  stringent 
management  measures  that  would 
essentially  undo  the  initial  benefits 
received  by  small  entities. 

Three  alternatives,  including  no 
action,  were  considered  for  the  action  to 
set  gag  and  red  grouper  allocations.  The 
first  alternative  (no  action)  to  the 
proposed  action  would  revert  the 
recreationahcommercial  allocation  to 
that  of  Amendment  1  65:35  for  gag  and 
23:77  for  red  grouper.  The  second 
alternative  to  the  proposed  action  would 
set  the  recreationahcommercial 
allocation  at  59:41  for  gag  and  24:76  for 
red  grouper.  The  proposed  ‘ 
recreationahcommercial  allocation 
would  be  61:39  for  gag  and  24:76  for  red 
grouper.  The  general  nature  of  any 
allocation  is  that  it  would  favor  one 
group  of  small  entities  at  the  expense  of 
another  group  of  small  entities.  The 
Gouncil’s  choice  for  the  proposed  action 
considered  the  longest  and  most  robust 
time  series  of  data  compared  to  the 
other  alternatives. 

Five  alternatives,  including  no  action, 
were  considered  to  set  SWG  AGLs  and 
AMs.  The  first  alternative  (no  action)  to 


the  proposed  action  would  not  provide 
for  AGLs  and  AMs.  By  not  specifying 
AMs,  harvests  could  likely  exceed  target 
catch  levels  and  would  thereby  reduce 
the  likelihood  overfishing  would  be 
ended  or  prevented.  The  second 
alternative  to  the  proposed  action  would 
have  identical  target  catches  as  the 
proposed  action  but  would  set  the  AGLs 
lower  than  those  of  the  proposed  action. 
It  would  then  likely  result  in  potentially 
more  adverse  impacts  on  small  entities. 
The  third  alternative  to  the  proposed 
action  would  set  the  same  commercial 
target  catches  as,  but  some  higher  AGLs 
than,  the  proposed  action.  This 
alternative  would  set  higher  recreational 
target  catches  and  AGLs  for  gag  than  the 
proposed  action,  but  would  set  the  same 
target  catches  and  AGLs  for  red  grouper. 
On  average,  this  alternative  would  result 
in  lower  adverse  impacts  on  small 
entities  than  the  proposed  action.  The 
fourth  alternative  to  the  proposed  action 
would  set  the  same  target  catches  as,  but 
lower  AGLs  than,  the  proposed  action. 

It  may  then  be  expected  to  result  in 
higher  adverse  impacts  on  small  entities 
than  the  proposed  action. 

Four  alternatives,  including  no  action, 
were  considered  for  the  action  to  set 
gag,  red  grouper,  and  SWG  quotas.  The 
first  alternative  (no  action)  to  the 
proposed  action  would  maintain  the  red 
grouper  and  SWG  quotas.  Although  this 
alternative  would  potentially  allow  the 
largest  SWG  quota,  it  would  not  provide 
specific  protection  to  gag  so  that 
overfishing  of  this  stock  would 
continue.  In  addition,  it  would  not 
provide  flexibility  to  increase  the  red 
grouper  quota  due  to  stock 
improvements.  The  second  alternative 
to  the  proposed  action  would  be  similar 
to  the  proposed  action,  except  that  the 
proposed  action  would  provide  for  a 
higher  quota  for  other  SWG.  Hence, 
small  entities  would  be  provided  a 
better  economic  environment  under  the 
proposed  action. 

Four  alternatives,  including  no  action, 
were  considered  for  the  action  on 
commercial  quota  closures.  The  first 
alternative  (no  action)  to  the  proposed 
action  would  maintain  the  red  grouper 
or  SWG  quota,  whichever  comes  first,  as 
a  trigger  to  close  the  SWG  fishery.  Given 
all  preferred  alternatives  for  all  other 
actions,  this  alternative  would  provide 
the  largest  benefits  to  small  entities. 
However,  it  would  not  provide 
sufficient  protection  to  gag  so  that 
overfishing  of  the  stock  could  continue. 
The  second  alternative  to  the  proposed 
action  would  add  the  gag  quota  as  a 
closure  trigger.  With  the  gag  quota  most 
likely  to  be  met  first,  the  entire  SWG 
fishery  would  close  early  in  the  year. 
This  alternative  would  yield  the  largest 


negative  effects  on  small  entities.  The 
third  alternative  to  the  proposed  action 
is  similar  to  the  second,  except  that  it 
would  impose  gag  trip  limits  at  the  start 
of  the  fishing  year.  This  alternative 
would  allow  the  SWG  fishery  to  remain 
open  much  longer  than  the  second 
alternative  so  that  it  would  result  in  less 
adverse  impact  on  small  entities.  The 
third  alternative  differs  from  the 
proposed  action,  which  would  impose 
the  incidental  harvest  trip  limit  only 
when  80  percent  of  the  gag  or  red 
grouper  quota  is  reached.  Due  to  the 
generally  longer  closure  under  the 
proposed  action,  the  third  alternative 
would  turn  out  to  result  in  less  adverse 
economic  impact  on  small  entities.  The 
third  alternative,  however,  would 
impose  more  adverse  effects  on  the  gag 
fishery  so  that  in  general  it  would 
adversely  affect  hook-and-line  vessel 
trips  more  than  longline  trips.  The 
opposite  would  generally  occur  under 
the  proposed  action. 

Seven  alternatives,  including  no 
action,  were  considered  for  the  action 
on  measures  to  control  the  recreational 
harvests  of  gag  and  red  grouper.  The 
first  alternative  (no  action)  to  the 
proposed  action  would  maintain  current 
recreational  regulations  so  that  it  would 
likely  allow  overfishing  of  gag  to 
continue.  All  other  alternatives  to  the 
proposed  action  would  eliminate  the 
recreational  red  grouper  bag  limit, 
establish  a  gag  grouper  bag  limit  (except 
one  alternative),  establish  a  recreational 
closure,  and  reduce  the  aggregate 
grouper  bag  limit  to  3  fish.  These  other 
alternatives  would  reduce  gag  harvest 
by  a  greater  amount  than  the  proposed 
action  and  either  increase  red  grouper 
harvest  (3  alternatives)  or  reduce  red 
grouper  harvest  (2  alternatives),  relative 
to  the  proposed  action.  These 
alternatives  would  be  expected  to, 
therefore,  result  in  greater  adverse 
economic  impacts  than  the  proposed 
action. 

Three  alternatives,  including  no 
action,  were  considered  for  the  action 
on  reducing  the  discard  mortality  of 
groupers.  The  first  alternative  (no 
action)  to  the  proposed  action  would 
not  require  any  new  equipment  or 
implement  new  measures  to  reduce 
bycatch,  and  would  retain  the  size  limit 
for  grouper  species  subject  to  size  limits. 
This  would  not  address  the  bycatch 
problem  in  the  grouper  fishery.  The 
second  alternative  would  require 
pamphlets  or  placards  providing 
instructions  on  venting,  proper 
handling,  and  release  methods.  Tfie 
presence  of  these  pamphlets  or  placards 
on  board  would  provide  convenient 
resource  materials  for  reducing  bycatch 
mortality,  but  the  extent  of  their  effects 
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cannot  be  determined.  The  proposed 
action,  on  the  other  hand,  would  reduce 
the  size  limit  for  red  grouper  and  thus 
may  be  expected  to  result  in  positive 
effects  on  small  entities. 

Four  alternatives,  including  no  action, 
were  considered  for  the  action  on 
establishing  additional  or  expanding 
current  marine  reserves  or  closed  areas 
and  attendant  management  measures. 
The  first  alternative  (no  action)  to  the 
proposed  action  would  not  create 
additional  marine  reserves  or  closed 
areas,  and  thus  would  have  no 
immediate  negative  effects  on  small 
entities.  However,  this  alternative 
would  allow  continued  adverse  impacts 
of  gears  on  bottom  habitats  which  could 
eventually  lead  to  habitat  degradation 
particularly  in  areas  suitable  as  marine 
reserves  or  closed  areas.  The  second 
alternative  to  the  proposed  action  would 
expand  the  Madison-Swanson  marine 
reserve.  However,  the  area  for  expansion 
is  relatively  close  to  shore  and  likely 
would  be  the  most  heavily  fished  area. 
Its  short-run  adverse  impacts  on  small 
entities  would  be  larger  than  those  of 
the  proposed  action.  The  third 
alternative  to  the  proposed  action  would 
expand  both  the  Madison-Swanson  and 
Steamboat  Lumps  marine  reserves,  and 
thus  would  result  in  more  adverse 
impacts  on  small  entities  than  the 
proposed  action. 

Four  alternatives  were  considered  for 
the  action  pertaining  to  the  duration  of 
time/area  closures  and  marine  reserves. 
Three  of  these  alternatives,  including  no 
action,  were  specific  to  time/area 
closures.  The  fourth  alternative,  with 
three  sub-options  inclusive  of  no  action, 
directly  addressed  the  two  existing 
marine  reserves.  With  respect  to  time/ 
area  closures,  two  alternatives  to  the 
proposed  action  would  set  specific 
expiration  dates.  These  alternatives 
would  have  about  similar  effects  as  the 
proposed  action,  particularly 
considering  the  ability  and  history  of 
the  Council  in  changing  time/area 
closure  regulations.  With  respect  to  the 
duration  of  the  two  existing  marine 
reserves,  two  alternatives  to  the 
proposed  action  would  allow  the 
reserves  to  expire  within  a  certain 
number  of  years.  These  two  alternatives 
would  provide  relatively  inadequate 
time  for  full  evaluation  of  the 
effectiveness  of  the  existing  marine 
reservdB,  as  compared  to  the  proposed 
action. 

Two  alternatives,  including  no  action, 
were  considered  for  the  action  on 
Federal  regulatory  compliance.  The  first 
alternative  (no  action)  to  the  proposed 
action  would  retain  any  existing 
inconsistencies  between  state  and 
Federal  regulations  in  state  waters  for 


operators  of  vessels  with  Federal  reef 
fish  permits.  This  would  be  particularly 
problematic  for  species  considered 
overfished  or  undergoing  overfishing, 
that  have  relatH-ely  substantial  presence 
in  state  waters.  Although  in  this  case, 
the  no  action  alternative  would  provide 
better  economic  prospects  for  small 
entities  in  the  short  run,  the  long-run 
sustainability  of  the  fishery  and 
economic  benefits  derivable  from  the 
fishery  would  be  jeopardized. 

List  of  Subjects  in  50  CFR  Part  622 

Fisheries,  Fishing,  Puerto  Rico, 
Reporting  and  recordkeeping 
requirements,  Virgin  Islands. 

Dated:  November  12,  2008. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  For 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  622  is  proposed 
to  be  amended  as  follows: 

PART  622— FISHERIES  OF  THE 
CARIBBEAN,  GULF,  AND  SOUTH 
ATLANTIC 

1.  The  authority  citation  for  part  622 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  1801  et  seq. 

2.  In  §622.2,  the  definitions  of  “Deep¬ 
water  grouper  (DWG)”  and  “Shallow- 
water  grouper  (SWG)”  are  added  in 
alphabetical  order  to  read  as  follows: 

§  622.2  Definitions  and  acronyms. 
***** 

Deep-water  grouper  (DWG)  means 
yellowedge  grouper,  misty  grouper, 
Warsaw  grouper,  snowy  grouper,  and  . 
speckled  hind.  After  the  shallow- water 
grouper  (SWG)  commercial  quota  is 
reached,  as  specified  in 
§  622.42(a)(l)(iii),  scamp  is  also 
considered  a  DWG  for  purposes  of  the 
commercial  fishery. 
***** 

Shallow-water  grouper  (SWG)  means 
gag,  red  grouper,  black  grouper,  scamp, 
yellowfin  grouper,  rock  hind,  red  hind, 
and  yellowmouth  grouper.  However, 
after  the  SWG  commercial  quota  is 
reached,  as  specified  in 
§622.42(a)(l)(iii).  scamp  is  considered  a 
DWG  for  the  commercial  fishery  only. 
***** 

3.  In  §622.4,  paragraph  (a)(l)(iv)  is 
added  and  paragraph  (a)(2)(v)  is  revised 
to  read  as  follows: 

§  622.4  Permits  and  fees. 

(a)  *  *  * 

(1)  *  *  * 

(iv)  If  Federal  regulations  for  Gulf  reef 
fish  in  subparts  A,  B,  or  G  of  this  part 
are  more  restrictive  than  state 


regulations,  a  person  aboard  a  charter 
vessel  or  headboat  for  which  a  charter 
vessel/headboat  permit  for  Gulf  reef  fish 
has  been  issued  must  comply  with  such 
Federal  regulations  regardless  of  where 
the  fish  are  harvested. 

(2)  *  *  * 

(v)  Gulf  reef  fish.  For  a  person  aboard 
a  vessel  to  be  eligible  for  exemption 
from  the  bag  limits,  to  fish  under  a 
quota,  as  specified  in  §  622.42(a)(1),  or 
to  sell  Gulf  reef  fish  in  or  from  the  Gulf 
FEZ,  a  commercial  vessel  permit  for 
Gulf  reef  fish  must  have  been  issued  to 
the  vessel  and  must  be  on  board.  If 
Federal  regulations  for  Gulf  reef  fish  in 
subparts  A,  B,  or  G  of  this  part  are  more 
restrictive  than  state  regulations,  a 
person  aboard  a  vessel  for  which  a 
commercial  vessel  permit  for  Gulf  reef 
fish  has  been  issued  must  comply  with 
such  Federal  regulations  regardless  of 
where  the  fish  are  harvested.  See 
paragraph  (a)(2)(ix)  of  this  section 
regarding  an  additional  IFQ  vessel 
endorsement  required  to  fish  for, 
possess,  or  land  Gulf  red  snapper.  To 
obtain  or  renew  a  commercial  vessel 
permit  for  Gulf  reef  fish,  more  than  50 
percent  of  the  applicant’s  earned 
income  must  have  been  derived  from 
commercial  fishing  (i.e.,  harvest  and 
first  sale  of  fish)  or  from  charter  fishing 
during  either  of  the  2  calendar  years 
preceding  the  application.  See 
paragraph  (m)  of  this  section  regarding 
a  limited  access  system  for  commercial 
vessel  permits  for  Gulf  reef  fish  and 
limited  exceptions  to  the  earned  income 
requirement  for  a  permit. 
***** 

4.  In  §622.34,  paragraph  (o)  is 
removed  and  reserved;  and  the 
introductory  heading  of  paragraph  (k), 
paragraph  (k)(l)(iii),  paragraph  (k)(3), 
the  first  sentence  of  paragraph  (k)(5), 
and  paragraph  (u)  are  revised  to  read  as 
follows: 

§622.34  Gulf  EEZ  seasonal  and/or  area 
closures. 

***** 

(k)  Closure  provisions  applicable  to 
the  Madison  and  Swanson  sites, 
Steamboat  Lumps,  and  the  Edges. 

(l)  * 

(iii)  The  Edges  is  bounded  by  rhumb 
lines  connecting,  in  order,  the  following 
points: 


Point 

— 

North 

lat. 

West 

long. 

A 

28°51' 

85°16' 

B 

28”51' 

85°04' 

C 

28°  14' 

84°42' 

D 

28°14' 

84°54' 

A 

28°51' 

85°16' 

***** 
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(з)  Within  the  Madison  and  Swanson 
sites  and  Steamboat  Lumps  during 
November  through  April,  and  within  the 
Edges  during  January  through  April,  all 
fishing  is  prohibited,  and  possession  of 
any  fish  species  is  prohibited,  except  for 
such  possession  aboard  a  vessel  in 
transit  with  fishing  gear  stowed  as 
specified  in  paragraph  (k)(4)  of  this 
section.  The  provisions  of  this 
paragraph,  (k)(3),  do  not  apply  to  highly 
migratory  species. 
***** 

(5)  Within  the  Madison  and  Swanson 
sites  and  Steamboat  Lumps,  during  May 
through  October,  surface  trolling  is  the 
only  allowable  fishing  activity.  *  *  * 
***** 

(и)  Seasonal  closure  of  the 
recreational  fishery  for  shallow-water 
grouper  (SWG).  The  recreational  fishery 
for  SWG,  in  or  from  the  Gulf  EEZ,  is 
closed  from  February  1  through  March 
31,  each  year.  During  the  closure,  the 
bag  and  possession  limit  for  SWG  in  or 
from  the  Gulf  EEZ  is  zero. 

5.  In  §622.37,  paragraph  (d)(2){ii)  is 
revised  and  paragraph  (d)(2)(iv)  is 
added  to  read  as  follows: 

§622.37  Size  limits. 
***** 

(d)  *  *  * 

(2)  *  *  * 

(ii)  Yellowfin  grouper — 20  inches 
(50.8  cm),  TL. 

***** 

(iv)  Red  grouper — (A)  For  a  person  not 
subject  to  the  bag  limit  specified  in 
§622.39  {b)(l){ii)— 18  inches  (45.7  cm), 
TL. 

(B)  For  a  person  subject  to  the  bag 
limit  specified  in  §622.39(b)(l)(ii) — 20 
inches  (50.8  cm),  TL. 
***** 

6.  In  §622.39,  the  first  sentence  of 
paragraph  (b)(l)(ii)  is  revised  to  read  as 
follows: 

§622.39-  Bag  and  possession  limits. 
***** 

(b)  *  *  * 

(1)  *  *  * 

(ii)  Groupers,  combined,  excluding 
goliath  grouper  and  Nassau  grouper  -4 
per  person  per  day,  but  not  to  exceed  1 
speckled  hind  or  1  Warsaw  grouper  per 
vessel  per  day,  or  2  gag  or  2  red  grouper 
per  person  per  day.  *  *  * 
***** 

7.  In  §  622.42,  revise  paragraphs 
(a)(l)(ii)  and  (iii)  to  read  as  follows: 

§622.42  Quotas. 

***** 

(a)  *  *  * 

(1)  *  *  * 

(ii)  Deep-water  groupers  (DWG)  and, 
after  the  quota  for  SWG  is  reached. 


scamp,  combined  -1.02  million  lb  (0.46 
million  kg),  gutted  weight,  that  is, 
eviscerated  but  otherwise  whole. 

(iii)  Shallow- water  groupers  (SWG), 
including  scamp  before  the  quota  for 
SWG  is  reached,  have  a  combined  quota 
as  specified  in  paragraph  (a)(l)(iii)(A)  of 
this  section.  Within  the  SWG  quota 
there  are  separate  quotas  for  gag  and  red 
grouper  as  specified  in  paragraphs 
(a)(l)(iii)(B)  and  (C)  of  this  section, 
respectively.  The  quotas  specified  in 
paragraphs  (a)(l)(iii)(A)  through  (C)  of 
this  section  are  all  in  gutted  weight,  that 
is  eviscerated  but  otherwise  whole. 

(A)  SWG  combined.  (1)  For  fishing 
year  2009 — 7.48  million  lb  (3.39  million 
kg). 

(2)  For  fishing  year  2010 — 7.57 
million  lb  (3.43  million  kg). 

(5)  For  fishing  year  2011  and 
subsequent  fishing  years — 7.65  million 
lb  (3.47  million  kg). 

(B)  Gag.  (1)  For  fishing  year  2009 
— 1.32  million  lb  (0.60  million  kg). 

(2)  For  fishing  year  2010 — 1.41 
million  lb  (0.64  million  kg). 

(3)  For  fishing  year  2011  and 
subsequent  fishing  years — 1.49  million 
lb  (0.68  million  kg). 

(C)  Red  grouper — 5.75  million  lb  (2.61 
million  kg). 

***** 

8.  In  §622.44,  paragraph  (g)  is  revised 
and  paragraph  (h)  is  added  to  read  as 
follows: 

§  622.44  Commercial  trip  limits. 
***** 

(g)  Gulf  deep-water  grouper  (DWG) 
and  shallow-water  grouper  (SWG), 
combined.  For  vessels  operating  under 
the  quotas  specified  in  §622.42(a)(l)(ii) 
or  (a)(l)(iii),  the  trip  limit  for  DWG  and 
SWG  combined  is  6,000  lb  (2,722  kg), 
gutted  weight.  However,  when  the 
quotas  specified  in  §622.42(a)(l)(ii)  or 
(a)(l)(iii)  are  reached  and  the  respective 
fishery  is  closed,  the  commercial  trip 
limit  for  the  species  subject  to  the 
closure  is  zero. 

(h)  Gulf  gag  and  red  grouper.  For 
vessels  operating  under  the  quota 
specifications  in§622.42(a)(l)(iii)(B)  or 
(a)(l)(iii)(C),  once  80  percent  of  either 
the  gag  or  red  grouper  quota  is  reached, 
or  projected  to  be  reached,  and  the 
quota  for  the  applicable  species  is 
projected  to  be  reached  prior  to  the  end 
of  the  fishing  year,  the  AA  will  file  a 
notification  with  the  Office  of  the 
Federal  Register  to  implement  a  trip 
limit  for  the  applicable  species  of  200  lb 
(90.7  kg),  gutted  weight.  However,  when 
the  SWG,  gag,  or  red  grouper  quota  as 
specified  in§622.42(a)(l)(iii)(A),  (B),  or 

(C),  respectively,  is  reached,  or 
projected  to  be  reached,  the  commercial 


trip  limit  for  the  species  subject  to  the 
closure  is  zero. 

9.  In  §622.49,  paragraphs  (a)(3) 
through  (a)(5)  are  added  to  read  as 
follows: 

§  622.49  Accountability  measures. 

(a)  *  *  * 

(3)  Shallow- water  grouper  (SWG) 
combined — (i)  Commercial  fishery.  If 
either  gag,  red  grouper,  or  SWG 
commercial  landings,  as  estimated  by 
the  SRD,  reach  or  are  projected  to  reach 
the  applicable  quota  specified  in 

§  622.42(a)(l)(iii),  the  AA  will  file  a 
notification  with  the  Office  of  the 
Federal  Register  to  close  the  entire  SWG 
commercial  fishery  for  the  remainder  of 
the  fishing  year.  In  addition,  if  despite 
such  closure,  SWG  commercial  landings 
exceed  the  applicable  ACL  as  specified 
in  this  paragraph  (a)(3)(i),  the  AA  will 
file  a  notification  with  the  Office  of  the 
Federal  Register,  at  or  near  the 
beginning  of  the  following  fishing  year, 
to  maintain  the  SWG  commercial  quota 
for  that  following  year  at  the  level  of  the 
prior  year’s  quota.  The  applicable 
commercial  ACLs  for  SWG,  in  gutted 
weight,  are  7.94  million  lb  (3.60  million 
kg)  for  2009,  7.99  million  lb  (3.62 
million  kg)  for  2010,  and  8.04  million  lb 
(3.65  million  kg)  for  2011  and 
subsequent  fishing  years. 

(ii)  (Reserved] 

(4)  Gag — (i)  Commercial  fishery.  If  gag 
commercial  landings,  as  estimated  by 
the  SRD,  reach  or  are  projected  to  reach 
the  applicable  quota  specified  in 

§  622.42(a)(l)(iii)(B),  the  AA  will  file  a 
notification  with  the  Office  of  the 
Federal  Register  to  close  the  SWG 
commercial  fishery  for  the  remainder  of 
the  fishing  year.  In  addition,  if  despite 
such  closure,  gag  commercial  landings 
exceed  the  applicable  ACL  as  specified 
in  this  paragraph  (a)(4)(i),  the  AA  will 
file  a  notification  with  the  Office  of  the 
Federal  Register,  at  or  near  the 
beginning  of  the  following  fishing  year, 
to  maintain  the  gag  commercial  quota 
for  that  following  year  at  the  level  of  the 
prior  year’s  quota.  The  applicable 
commercial  ACLs  for  gag,  in  gutted 
weight,  are  1.66  million  lb  (0.75  million 
kg)  for  2009,  1.71  million  lb  (0.78 
million  kg)  for  2010,  and  1.76  million  lb 
(0.80  million  kg)  for  2011  and 
subsequent  fishing  years. 

(ii)  Recreational  fishery.  If  gag 
recreational  landings,  as  estimated  by 
the  SRD,  exceed  the  applicable  ACL 
specified  in  this  paragraph  (a)(4)(ii),  the 
AA  will  file  a  notification  with  the 
Office  of  the  Federal  Register,  at  or  near 
the  beginning  of  the  following  fishing 
year,  to  maintain  the  gag  target  catch 
level  for  that  following  year  at  the  level 
of  the  prior  year’s  target  catch.  In 
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addition,  the  notification  will  reduce 
the  length  of  the  recreational  SWG 
.fishing  season  the  following  fishing  year 
by  the  amount  necessary  to  ensure  gag 
recreational  landings  do  not  exceed  the 
recreational  target  catch  level  in  that 
following  fishing  year.  The  applicable 
recreational  ACLs  for  gag,  in  gutted 
weight,  are  2.59  million  lb  (1.17  million 
kg)  for  2009,  2.64  million  lb  (1.20 
million  kg)  for  2010,  and  2.67  million  lb 
(1.21  million  kg)  for  2011  and 
subsequent  fishing  years.  The 
recreational  target  catch  levels  for  gag, 
in  gutted  weight,  are  2.06  million  lb 
(0.93  million  kg)  for  2009,  2.14  million 
lb  (0.97  million  kg)  for  2010,  and  2.20 
million  lb  (1.00  million  kg)  for  2011  and 
subsequent  fishing  years.  Recreational 
landings  will  be  evaluated  relative  to 
the  applicable  ACL  as  follows.  For  2009, 
only  2009  recreational  landings  will  be 
compared  to  the  ACL;  in  2010,  the 
average  of  2009  and  2010  recreational 
landings  will  be  compared  to  the  ACL; 
and  in  2011  and  subsequent  fishing 
years,  the  3-year  running  average 
recreational  landings  will  be  compared 
to  the  ACL. 

(5)  Red  grouper — (i)  Commercial 
fishery.  If  red  grouper  commercial 
landings,  as  estimated  by  the  SRD,  reach 
or  are  projected  to  reach  the  applicable 
quota  specified  in  §622.42(a)(l)(iii)(C), 
the  AA  will  file  a  notification  with  the 
Office  of  the  Federal  Register  to  close 
the  SWC  commercial  fishery  for  the 
remainder  of  the  fishing  year.  In 
addition,  if  despite  such  closure,  red 
grouper  commercial  landings  exceed  the 
ACL,  5.87  million  lb  (2.66  million  kg) 
gutted  weight,  the  AA  will  file  a 
notification  with  the  Office  of  the 
Federal  Register,  at  or  near  the 
beginning  of  the  following  fishing  year, 
to  maintain  the  red  grouper  commercial 
quota  for  that  following  year  at  the  level 
of  the  prior  year’s  quota. 

(ii)  Recreational  fishery.  If  red  grouper 
recreational  landings,  as  estimated  by 
the  SRD,  exceed  the  applicable  ACL 
specified  in  this  paragraph  (a)(5)(ii),  the 
AA  will  file  a  notification  with  the 
Office  of  the  Federal  Register,  at  or  near 
the  beginning  of  the  following  fishing 
year,  to  maintain  the  red  grouper  target 
catch  level  for  that  following  year  at  the 
level  of  the  prior  year’s  target  catch.  In 
addition,  the  notification  will  reduce 
the  length  of  the  recreational  SWG 
fishing  season  the  following  fishing  year 
by  the  amount  necessary  to  ensure  red 
grouper  recreational  landings  do  not 
exceed  the  recreational  target  catch  level 
the  following  fishing  year.  The 
recreational  ACL  for  red  grouper,  in 
gutted  weight,  is  1.85  million  lb  (0.84 
million  kg).  The  recreational  target  catch 
level  for  red  grouper,  in  gutted  weight. 


is  1.82  million  lb  (0.82  million  kg). 
Recreational  landings  will  be  evaluated 
relative  to  the  applicable  ACL  as 
follows.  For  2009,  only  2009 
recreational  landings  will  be  compared 
to  the  ACL;  in  2010,  the  average  of  2009 
and  2010  recreational  landings  will  be 
compared  to  the  ACL;  and  in  2011  and 
subsequent  fishing  years,  the  3-year 
running  average  recreational  landings 
will  be  compared  to  the  ACL. 
***** 
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DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  635 

[Docket  No.  080404529-81431-01] 

RIN  0648-AW61 

Atlantic  Highly  Migratory  Species; 
Atlantic  Swordfish  Quotas 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Proposed  rule;  request  for 
comments. 

SUMMARY:  This  proposed  rule  would 
adjust  the  North  and  South  Atlantic 
swordfish  quotas  for  the  2008  fishing 
year  (January  1,  2008,  through  December 
31,  2008)  to  account  for  underharvests, 
and  to  transfer  18.8  metric  tons  (mt) 
dressed  weight  (dw)  to  Canada  per  the 
2006  International  Commission  for  the 
Conservation  of  Atlantic  Tunas  (ICCAT) 
recommendations  06-02  and  06-03.  The 
North  Atlantic  2008  directed  baseline 
quotas  plus  the  2007  underharvest 
would  be  divided  equally  between  the 
semiannual  periods  of  January  through 
May  and  June  through  December.  In 
addition,  NMFS  proposes  to  modify  the 
vessel  chartering  regulations  to 
potentially  allow  Atlantic  Highly 
Migratory  Species  (HMS)  limited  access 
permit  (LAP)  holders  to  charter  foreign 
vessels  under  a  chartering  arrangement 
where  catches  taken  would  count 
against  U.S.  Atlantic  HMS  quotas  or 
entitlements. 

DATES:  Comments  on  this  proposed  rule 
may  be  submitted  at  the  public  hearing 
(oral  or  written),  or  must  be  received  via 
mail,  or  fax  by  December  18,  2008. 

The  public  hearing  dates  and  times 
are: 

1.  Monday,  December  8,  4-6  p.m.. 
Silver  Spring,  MD. 


2.  Tuesday,  December  16,  2:30-4:30 
p.m.,  Gloucester,  MA. 

ADDRESSES:  You  may  submit  comments, 
identified  by  (0648-AW61],  by  any  one 
of  the  following  methods: 

•  Electronic  Submissions:  Submit  all 
electronic  public  comments  via  the 
Federal  eRulemaking  Portal  http:// 

regulations. gov 

•  Fax:  301-713-1917,  Attn:  LeAnn 
Southward  Hogan 

•  Mail:  1315  East-West  Highway, 
Silver  Spring,  MD  20910 

Instructions:  All  comments  received 
are  a  part  of  the  public  record  and  will 
generally  be  posted  to  http:// 

WWW. regulations. gov  without  change. 

All  Personal  Identifying  Information  (for 
example,  name,  address,  etc.) 
voluntarily  submitted  by  the  commenter 
may  be  publicly  accessible.  Do  not 
submit  Confidential  Business 
Information  or  otherwise  sensitive  or 
protected  information. 

NMFS  will  accept  anonymous 
comments  (enter  N/A  in  the  required 
fields,  if  you  wish  to  remain 
anonymous).  You  may  submit 
attachments  to  electronic  comments  in 
Microsoft  Word,  Excel,  WordPerfect,  or 
Adobe  PDF  file  formats  only. 

Copies  of  the  supporting  documents 
including  the  2007  Environmental 
Assessment  (EA),  Regulatory  Impact 
Review  (RIR),  Final  Regulatory 
Flexibility  Analysis  (FRFA),  and  the 
Consolidated  Atlantic  Highly  Migratory 
Species  (HMS)  Fishery  Management 
Plan  (FMP)  are  available  from  the  HMS 
website  at  http://mvw.nmfs.noaa.gov/ 
sfa/hms/  or  by  contacting  LeAnn 
Southward  Hogan  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

The  public  hearing  locations  are: 

1.  Silver  Spring  -  National  Oceanic 
and  Atmospheric  Administration,  SSMC 
III,  room  131  IB,  1301  East-West 
Highway,  Silver  Spring,  MD  20910;  and 

2.  Gloucester  -  National  Oceanic  and 
Atmospheric  Administration,  National 
Marine  Fisheries  Service  Northeast 
Regional  Office,  55  Great  Republic 
Drive,  Gloucester,  MA  01930. 

FOR  FURTHER  INFORMATION  CONTACT: 
LeAnn  Southward  Hogan  or  Karyl 
Brewster-Geisz  by  phone:  301-713- 
2347  or  by  fax:  301-713-1917. 
SUPPLEMENTARY  INFORMATION:  The  U.S. 
Atlantic  swordfish  fishery  is  managed 
under  the  2006  Consolidated  HM.S  FMP. 
Implementing  regulations  at  50  CFR  part 
635  are  issued  under  the  authority  of  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act 
(Magnuson-Stevens  Act),  16  U.S.C. 

1801  et  seq.,  and  the  Atlantic  Tunas 
Convention  Act  (ATCA),  16  U.S.C.  971 
et  seq.  Regulations  issued  under  the 
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authority  of  ATCA  carry  out  the 
recommendations  of  ICCAT. 

1.  Swordfish  Quota 

a.  North  Atlantic 

ICCAT  recommendation  06-02 
established  the  current  north  Atlantic 
swordfish  total  allowable  catch  (TAC)  of 
14,000  metric  tons  (mt)  whole  weight 
(ww),  through  2008.  Of  the  14,000  mt 
ww,  the  United  States  is  allocated  3,907 
mt  ww  (2,937.6  mt  dw).  This  allocation 
is  the  same  the  United  States  received 
during  2004,  2005,  2006,  and  2007. 
ICCAT  recommendation  06-02  also 
limits  the  amount  of  North  Atlantic 
swordfish  underharvest  that  can  be 
carried  forward  by  all  Contracting 
Parties,  non-Contracting  Cooperating 
Parties,  Entities  and  Fishing  Entities 
(CPCs)  to  50  percent  of  the  baseline 
quota  allocation  for  2007  and  2008. 
Therefore,  the  United  States  could 
carryover  a  maximum  of  1,468.8  mt  dw 
of  underharvests  from  the  previous  year 
to  be  added  to  the  baseline  quota. 

This  proposed  rule  would  adjust  the 
total  available  quota  for  the  2008  fishing 
year  to  account  for  the  2007 
underharvests.  The  2008  North  Atlantic 
swordfish  baseline  quota  is  2,937.6  mt 
dw.  The  total  North  Atlantic  swordfish 
underharvest  for  2007  was  3,220  mt  dw, 
which  exceeds  the  maximum  carryover 
cap  of  1,468.8  mt  dw.  Therefore,  NMFS 
is  carrying  forward  the  capped  amount 
per  the  ICCAT  recommendation.  Thus, 
the  baseline  quota  plus  the  underharvest 
carryover  maximum  of  1,468.8  mt  dw 


equals  an  adjusted  quota  of  4,406.4  mt 
dw  for  the  2008  fishing  year.  The 
directed  category  would  be  allocated 
3,601.9  mt  dw  that  would  be  split  into 
two  seasons  in  2008.  The  incidental 
category  would  be  allocated  300  mt  dw, 
and  the  reserve  category  would  be 
reduced  from  a  quota  of  504.5  mt  dw  to 
485.7  due  to  the  transfer  of  18.8  mt  dw 
to  Canada  (Table  1). 

b.  South  Atlantic 

ICCAT  recommendation  06-03 
established  the  South  Atlantic 
swordfish  TAC  at  17,000  mt  \^^v  for 
2007,  2008,  and  2009.  This  TAC  is 
slightly  higher  than  that  of  previous 
years  of  15,631  mt  ww  in  2003,  15,776 
mt  ww  in  2004,  15,956  mt  ww  in  2005, 
and  16d)55  mt  ww  in  2006.  Of  the 
17,000  mt  ww  TAC,  the  United  States  is 
allocated  100  mt  ww  (75.2  mt  dw).  As 
with  the  North  Atlantic  swordfish 
recommendation,  ICCAT 
recommendation  06-03  establishes  a 
cap  on  the  amount  of  underharvest  that 
can  be  carried  forward  during  the 
defined  management  period  (2007- 
2009).  For  South  Atlantic  swordfish,  the 
United  States  is  limited  to  carrying 
forward  100  mt  ww  (75.2  mt  dw).  The 
2008  South  Atlantic  swordfish  baseline 
quota  is  75.2  mt  dw.  The  total  South 
Atlantic  swordfish  underharvest  for 
2007  was  150.4  mt  dw,  which  exceeds 
the  maximum  carryover  cap  of  75.2  mt 
dw.  Therefore,  NMFS  is  carrying 
forward  the  capped  amount  per  ICCAT 
recommendation  06-03.  As  a  result,  the 


baseline  quota  plus  the  underharvest 
carryover  maximum  of  75.2  mt  dw 
equals  an  adjusted  quota  of  150.4  mt  dw 
for  the  2008  fishing  year  (Table  1). 

c.  Impacts 

In  recent  years,  the  PEL  fleet  has  not 
caught  its  entire  swordfish  quota,  and  as 
a  result,  underharvest  carryovers  have 
grown  significantly  from  year  to  year 
(3,528.8  mt  dw,  4,806.1  mt  dw,  and 
6,905.9  mt  dw  for  2004-2006, 
respectively).  The  proposed  adjusted 
quota  for  the  North  and  South  Atlantic 
swordfish,  after  accounting  for  the  2007 
underharvests  and  annual  transfer  to 
Canada,  would  be  the  same  in  2008  as 
the  2007  adjusted  quota  specifically 
examined  in  the  Environmental 
Assessment  (EA)  that  was  prepared  for 
the  2007  Swordfish  Quota  Specification 
Final  Rule  published  on  October  5,  2007 
(72  FR  56929).  The  quota  adjustments 
would  not  increase  overall  quotas  and  is 
not  expected  to  increase  fishing  effort  or 
protected  species  interactions  beyond 
those  considered  in  the  EA  mentioned 
above.  Therefore,  because  there  would 
be  no  changes  to  the  swordfish 
management  measures  in  this  proposed 
rule,  or  the  affected  environment  or  any 
environmental  consequences  that  have 
not  been  previously  analyzed,  NMFS 
has  determined  that  the  proposed  rule 
and  impacts  to  the  human  environment 
as  a  result  of  the  quota  adjustments  are 
not  significant  and  would  not  require 
additional  NEPA  analysis. 


Table  1— Landings  and  Quotas  for  the  Atlantic  Swordfish  Fisheries  (2005  -  2008)  Applying  the  Preferred 

Alternatives 


North  Atlantic  Swordfish  Quota  (mt  dw) 

2005 

2006 

2007  preliminary 

2008  to  date  | 

Baseline  Quota 

2,937.6 

• 

2,937.6 

2,937.6 

2,937.6 

Quota  Carried  Over 

■  ■  ■  ■  -  ■■  ■  •- 

3,359.1 

4,691.2 

1,468.8 

1,468.8 

Adjusted  quota 

6,296.7 

7,628.8 

... 

4,406.4 

4,406.4 

Quota  Allocation 

Directed  Category 

5,895.2 

- 

7,246.1 

r*  “  —  ■ 

3,601.9 

3,601.9 

Incidental  Category 

300.0 

300.0 

300.0 

300.0 

Reserve  Category 

101.5 

82.7 

504.5 

485.7 

Utilized  Quota 

Landings 

1,471.8 

1,291.5 

1,167.5 

962.7  to  date 

Reserve  Transfer  to 
Canada 

18.8 

18.8 

18.8 

■ 

18.8 

Total  Underharvest 

4,806.1 

6,318.5 

3,220.1 

TBD 

Dead  Discards 

114.9 

154.9 

‘  149.2 

TBD 

Carryover  Available+ 

4,691.2 

1,468.8 

1,468.8 

TBD 

South  Atlantic  Swordfish  Quota  (mt  dw) 

L 

2005 

2006 

2007  preliminary 

2008  to  date  i 
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Table  1 — Landings  and  Quotas  for  the  Atlantic  Swordfish  Fisheries  (2005  -  2008)  Applying  the  Preferred 

Alternatives — Continued 


Baseline  Quota 

75.2 

90.2 

75.2 

75.2 

Quota  Carried  Over 

319.3 

394.5 

75.2 

75.2 

Adjusted  quota 

394.5 

484.7 

150.4 

150.4 

Landings 

0.0 

0.0 

. 

0.0 

0.0  to  date 

Carryover  Available+ 

394.5 

75.2 

75.2 

_ 

75.2 

2.  Vessel  Chartering 

This  proposed  rule  would  also  modify 
regulations  regarding  vessel  chartering. 
At  its  2002  annual  meeting,  ICCAT 
adopted  a  chartering  recommendation 
(ICCAT  Recommendation  02-21) 
allowing  Contracting  Parties  to  the 
ICCAT  Convention  to  charter  fishing 
vessels  registered  to  responsible  CPCs 
that  explicitly  agree  to  apply  ICCAT 
conservation  and  management  measures 
and  enforce  them  on  their  vessels. 

Under  such  chartering  arrangements, 
the  chartered  fishing  vessels  do  not 
change  their  flag,  but  catches  taken 
under  the  arrangement  count  against  the 
quota  or  fishing  possibilities  of  the 
chartering  ICCAT  Contracting  Party. 

Pursuant  to  this  recommendation, 
NMFS  implemented  regulations  on 
December  6,  2004  (69  FR  70396).  These 
regulations  took  a  limited  approach  to 
chartering  by  allowing  entities  from 
ICCAT  Contracting  Parties  to  charter 
U.S.  fishing  vessels  but  not  allowing 
U.S.  entities  to  charter  foreign  vessels  in 
the  same  way.  Current  regulations  allow 
chartering  arrangements  between  U.S. 
fishing  vessel  owners  and  foreign 
entities  under  which  a  U.S.  fishing 
vessel  can  fish  in  waters  beyond 
national  jurisdiction  without  reflagging 
the  vessel,  and  the  U.S.  fishing  vessel’s 
catch  counts  against  the  ICCAT  quota  of 
the  Contracting  Party  of  the  chartering 
foreign  entity.  These  regulations  require 
the  owner  of  a  U.S.  fishing  vessel  to 
apply  for  and  obtain  a  chartering  permit 
from  NMFS  before  fishing  under  such  a 
chartering  arrangement.  In  addition, 
under  these  regulations.  U.S.  fishing 
vessels  owners  issued  a  charfering 
permit  may  not  fish  against  U.S. 

Atlantic  HMS  quota  or  entitlements 
until  the  chartering  permit  expires  or  is 
terminated. 

When  NMFS  developed  and 
implemented  the  current  chartering 
regulations,  interest  was  expressed  in 
allowing  U.S.  fishing  vessels  to  be 
chartered  by  foreign  entities  of  an 
ICCAT  Contracting  Party  and  to  allow 
the  catch  taken  to  count  against  the 
ICCAT  Contracting  Party’s  quota. 
However,  due  to  legal  and  policy 


concerns  related  to  foreign  vessels  and 
foreign  fishing  in  the  U.S.  exclusive 
economic  zone  (EEZ)  and  little  public 
interest  in  chartering  arrangements 
where  a  foreign  vessel’s  catch  would 
count  against  U.S.  Atlantic  HMS  quotas 
or  entitlements,  NMFS  did  not 
implement  regulations  that  would  allow 
U.S.  entities  to  charter  foreign  vessels  to 
catch  ICCAT-managed  species  that 
would  count  against  U.S.  quotas. 

Since  implementing  the  chartering 
regulations,  there  has  been  increased 
public  interest  in  allowing  U.S.  entities 
to  charter  foreign  vessels  of  ICCAT  CPCs 
where  the  catch  taken  would  count 
against  the  Atlantic  HMS  quotas  or 
entitlements  of  the  United  States, 
possibly  as  a  step  toward  revitalizing 
certain  HMS  fisheries.  This  type  of 
chartering  arrangement  could  also  help 
utilize  Atlantic  HMS  quotas  and 
facilitate  flexibility  within  the  vessel 
chartering  program,  which  would  in 
turn  enhance  quota  management  within 
the  Atlantic  HMS  fisheries.  Thus,  NMFS 
is  proposing  changes  to  the  current 
chartering  regulations  that  would  allow 
U.S.  chartering  of  foreign  vessels  of 
ICCAT  CPCs  to  fish  on  the  high  seas 
against  U.S.  Atlantic  HMS  quota  or 
entitlements. 

The  proposed  chartering  regulations 
would  establish  a  process  and  criteria 
for  NMFS’s  evaluation  of  proposed 
chartering  arrangements  and  certain 
limitations  on  such  chartering 
arrangements.  Under  the  proposed 
regulations,  only  Atlantic  HMS  LAP 
holders  would  be  allowed  to  enter  these 
types  of  chartering  arrangements  with 
foreign  entities  of  ICCAT  CPCs.  NMFS 
is  proposing  to  limit  these  chartering 
arrangements  to  Atlantic  HMS  LAP 
holders,  who  are  allowed  to  harvest 
Atlantic  HMS  from  the  U.S.  EEZ  and  on 
the  high  seas.  As  noted  earlier,  with 
regard  to  U.S.  chartering  of  foreign 
vessels,  this  proposed  rule  would  only 
allow  such  activities  on  the  high  seas. 
Under  the  rule  as  proposed,  only  those 
Atlantic  HMS  LAP  holders  who  are 
currently  authorized  to  harvest  HMS  on 
the  high  seas  would  be  chartering 
vessels  to,  essentially,  exercise  that 


harvesting  privilege  on  their  behalf. 

This  approach  should,  generally,  keep 
any  resulting  chartering  arrangements 
within  the  scope  of  existing  analyzed 
effects  of  utilizing  Atlantic  HMS  quotas 
on  the  high  seas.  For  the  duration  of  the 
chartering  arrangement,  the  Atlantic 
HMS  LAP  holder  would  not  be 
permitted  to  fish  under  U.S.  Atlantic 
HMS  quotas  or  otherwise  utilize  the 
LAPs  themselves.  In  addition,  under  the 
proposed  regulations,  foreign  vessel 
owners  who  enter  into  a  chartering 
arrangement  with  an  Atlantic  HMS  LAP 
holder  would  be  required  to  follow  all 
U.S.  regulations  that  would  have 
otherwise  applied  to  the  Atlantic  HMS 
LAP  holder.  Lastly,  the  proposed 
regulations  would  establish  data 
reporting  requirements  consistent  with 
the  ICCAT  recommendation. 

Since  implementing  the  chartering 
regulations  in  2004,  NMFS  has  only 
received  three  requests  for  chartering 
permits,  only  one  of  which  was  issued. 
NMFS  has  not  received  a  specific 
chartering  request  in  2008.  Upon  receipt 
of  any  such  request,  NMFS  would 
conduct  the  necessary  ecological, 
economic,  and  social  analysis,  including 
any  necessary  NEPA  analysis,  to 
consider  the  impacts  of  the  specific 
chartering  request  on  the  HMS  fishery 
and  its  participants.  NMFS  does  not 
expect  this  regulatory  modification  to 
result  in  many  additional  requests,  and 
NMFS  does  not  expect  these  potential 
chartering  arrangements  to  increase 
fishing  mortality  or  increase  fishing 
effort  significantly. 

For  the  chartering  portion  of  this 
proposed  rule,  NMFS  has  determined 
that  the  proposed  regulatory 
modification  is  administrative  in  nature 
and  is  consistent  with  the  2006 
Consolidated  HMS  FMP  and  its  related 
Environmental  Impact  Statement  and 
the  ICCAT  Chartering  Recommendation. 
As  defined  in  Sections  5.05  and  Section 
6.03c.3(i)  of  NAO  216-6,  the  proposed 
action  is  an  amendment  of  existing 
chartering  regulations  that  are 
administrative  and  technical  in  nature 
that  would  not  have  significant 
environmental  impacts  and  for  which 
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any  cumulative  effects  are  negligible.  As 
such,  it  is  categorically  excluded  from 
the  need  to  prepare  an  Environmental 
Assessment. 

3.  Request  for  Comments 

Comments  on  this  proposed  rule  may 
be  submitted  at  public  hearings  (see 
DATES  and  ADDRESSES),  or  via  mail,  or 
fax  by  December  18,  2008.  NMFS  will 
hold  two  public  hearings  to  receive 
comments  from  fishery  participants  and 
other  members  of  the  public  regarding 
this  proposed  rule.  These  hearings  will 
be  physically  accessible  to  people  with 
disabilities.  Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  LeAnn  Southward 
Hogan  at  (301)  713-2347  at  least  5  days 
prior  to  the  hearing  date. 

The  public  is  reminded  that  NMFS 
expects  participants  at  the  public 
hearings  to  conduct  themselves 
appropriately.  At  the  beginning  of  each 
meeting,  a  representative  of  NMFS  will 
explain  the  ground  rules  (e.g.,  alcohol  is 
prohibited  from  the  hearing  room; 
attendees  will  be  called  to  give  their 
comments  in  the  order  in  which  they 
register  to  speak;  the  attendees  should 
not  interrupt  one  another).  The  NMFS 
representative  will  attempt  to  structure 
the  meeting  so  that  all  attending 
member  of  the  public  will  be  able  to 
comment,  if  they  so  choose,  regardless 
of  the  controversial  nature  of  the 
subject(s).  Attendees  are  expected  to 
respect  the  ground  rules,  and,  if  they  do 
not,  they  will  be  asked  to  leave  the 
meeting.  For  individuals  unable  to 
attend  a  hearing,  NMFS  also  solicits 
written  comments  on  this  proposed  rule 
(see  DATES  and  ADDRESSES). 

4.  Classification 

The  Acting  Assistant  Administrator 
has  determined  that  this  proposed  rule 
is  consistent  with  the  Consolidated 
HMS  FMP,  the  Magnuson-Stevens  Act, 
ATCA,  and  other  applicable  law,  subject 
to  further  consideration  after  public 
comment. 

This  proposed  rule  has  been 
determined  to  be  not  significant  for 
purposes  of  Executive  Order  12866. 

The  Chief  Council  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Council  for  Advocacy  of  the 
Small  Business  Administration  that  this 
proposed  rule,  if  adopted,  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
The  certification  reads: 

Swordfish  Quotas 

The  final  2007  and  2008  North  and  South 
Atlantic  swordfish  baseline  quotas  were 
published  in  the  Federal  Register  on  October 


5,  2007  (72  FR  56929).  This  proposed  rule 
would  adjust  the  2008  baseline  quotas  for  the 
North  and  South  Atlantic  swordfish  Fisheries 
for  the  2008  fishing  year  (January  1,  2008, 
through  December  31,  2008)  to  account  for 
2007  underharvests  per  50  part  635.27(c)  and 
transfer  18.8  metric  tons  (mt)  dressed  weight 
(dw)  to  Canada  from  the  reserve  category. 
Consistent  with  Federal  regulations  (50  CFR 
part  635.27(c)(1)),  the  2008  North  Atlantic 
swordfish  directed  baseline  quotas  plus  the 
2007  underharvests  would  be  divided 
equally  between  the  semiannuai  periods  of 
January  through  May  and  June  through 
December,  2008.  The  2007  total  underharvest 
for  North  Atlantic  swordfish  was  3,220.1  mt 
dw  and  150.4  mt  dw  for  South  Atlantic 
swordfish.  However,  since  the  underharvest 
carryover  amount  has  been  capped  (for  the 
North  Atlantic  swordfish  at  1468.8  mt  dw, 
and  75.2  mt  dw  for  South  Atlantic 
swordfish),  the  proposed  2008  adjusted 
quotas  for  the  North  and  South  Atlantic 
swordfish  would  be  4,406.4  mt  dw  and  150.4 
mt  dw,  respectively.  These  2008  adjusted 
quotas  are  the  same  as  the  adjusted  quotas  for 
the  2007  fishing  year  which  were  analyzed  in 
the  Final  Regulatory  Flexibility  Analysis  (EA) 
prepared  for  the  2007  Swordfish 
Specifications  Final  Rule  published  on 
October  5,  2007  (FR  72  56929). 

The  commercial  swordfish  fishery  is 
comprised  of  fishermen  who  hold  a 
swordfish  directed,  incidental,  or  handgear 
limited  access  permits  (LAP)  and  the  related 
industries  including  processors,  bait  houses, 
and  equipment  suppliers,  all  of  which  NMFS 
considers  to  be  small  entities  according  to  the 
size  standards  set  by  the  Small  Business 
Administration.  As  of  May  2007,  there  were 
approximately  180  fishermen  with  a  directed 
swordfish  LAP,  78  fishermen  with  an 
incidental  swordfish  (LAP),  and  88  fishermen 
with  a  handgear  (LAP)  for  swordfish.  Based 
on  the  2006  swordfish  ex-vessel  price  per 
pound  of  $3.58,  the  2008  North  Atlantic 
swordfish  baseline  quota  could  result  in 
revenues  of  $23,184,  913  (6,476,232  lbs  dw 
*  $3.58)  and  $593,513  (165,785  lbs  dw  * 

3.58)  for  South  Atlantic  quota  if  the  quota 
was  fully  utilized.  As  proposed  in  this  action, 
the  2008  baseline  quotas  would  be  adjusted 
to  account  for  the  2007  underharvest  w'hich 
could  result  in  additional  revenues  for  the 
North  and  South  Atlantic  swordfish  fisheries 
of  $34,777,370  and  $1,187,027,  respectively, 
for  fully  utilized  quotas.  Potential  revenues 
on  a  per  vessel  basis,  considering  a  total  of 
346  swordfish  permit  holders,  could  be 
$100,512  for  the  North  Atlantic  swordfish 
fishery  and  $3,431  for  the  South  Atlantic 
swordfish  fishery.  However,  in  both  the 
North  and  South  Atlantic  sw’ordfish  fisheries, 
the  pelagic  longline  fleet  has  not  caught  the 
entire  U.S.  swordfish  quota  for  many  years. 
For  example,  the  total  2007  North  Atlantic 
swordfish  landings  were  1,167.5  mt  dw  and 
the  current  2008  landings  for  North  Atlantic 
swordfish,  as  of  April  30,  2008,  are  443.3  mt 
dw.  Therefore,  because  the  United  States  is 
not  expected  to  catch  its  entire  quota,  and  the 
quotas  adjustments  are  the  same  in  2008  as 
in  2007,  NMFS  does  not  expect  these  quota 
adjustments  to  have  a  significant  economic 
impact  on  a  large  number  of  small  entities. 


Chartering  Regulations 

This  proposed  rule  would  also  modify 
regulations  regarding  vessel  chartering.  At  its 
2002  annual  meeting,  ICCAT  adopted  a 
chartering  recommendation  (ICCAT 
Recommendation  02-21)  allowing 
Contracting  Parties  to  the  ICCAT  Convention 
to  charter  fishing  vessels  registered  to 
responsible  Contracting  Parties,  Cooperating 
non-Contracting  Parties,  Entities  or  Fishing 
Entities  (CPCs)  that  explicitly  agree  to  apply 
ICCAT  conservation  and  management 
measures  and  enforce  them  on  their  vessels. 

Pursuant  to  this  recommendation,  NMFS 
implemented  regulations  on  December  6, 

2004  (69  FR  70396).  These  regulations  took 
a  limited  approach  to  chartering  by  allowing 
entities  from  ICCAT  Contracting  Parties  to 
charter  U.S.  fishing  vessels  but  not  allowing 
U.S.  entities  to  charter  foreign  vessels  in  the 
same  way.  Current  regulations  allow 
chartering  arrangements  between  U.S.  fishing 
vessel  owners  and  foreign  entities  under 
which  a  U.S.  fishing  vessel  can  fish  in  waters 
beyond  national  jurisdiction  without 
reflagging  the  vessel,  and  the  U.S.  fishing 
vessel’s  catch  counts  against  the  ICCAT  quota 
of  the  Contracting  Party  of  the  chartering 
foreign  entity.  These  regulations  require  the 
owner  of  a  U.S.  fishing  vessel  to  apply  for 
and  obtain  a  chartering  permit  from  NMFS 
before  fishing  under  such  a  chartering 
arrangement. 

When  NMFS  developed  and  implemented 
the  current  chartering  regulations,  interest 
was  expressed  in  allowing  U.S.  fishing 
vessels  to  be  chartered  by  foreign  entities  of 
an  ICCAT  Contracting  Party  and  to  allow  the 
catch  taken  to  count  against  the  ICCAT 
Contracting  Party’s  quota.  However,  due  to 
legal  and  policy  concerns  related  to  foreign 
vessels  and  foreign  fishing  in  the  U.S. 
exclusive  economic  zone  (EEZ)  and  little 
public  interest  in  chartering  arrangements 
where  a  foreign  vessel’s  catch  would  count 
.  against  U.S.  Atlantic  HMS  qyotas  or 
entitlements,  NMFS  did  not  implement 
regulations  that  would  allow  U.S.  entities  to 
charter  foreign  vessels  to  catch  ICCAT- 
managed  species  that  would  count  against 
U.S.  quotas  or  entitlements. 

Since  implementing  the  chartering 
regulations,  there  has  been  increased  public 
interest  in  allowing  U.S.  entities  to  charter 
foreign  vessels  of  ICCAT  CPCs  where  the 
catch  taken  would  count  against  the  U.S. 
Atlantic  HMS  quotas  or  entitlements, 
possibly  as  a  step  toward  revitalizing  certain 
HMS  fisheries.  This  type  of  chartering 
arrangement  could  also  help  utilize  Atlantic 
HMS  quotas  and  facilitate  flexibility  within 
the  vessel  chartering  program,  which  would 
in  turn  enhance  quota  management  within 
the  Atlantic  HMS  fisheries.  Thus,  NMFS  is 
proposing  changes  to  the  current  chartering 
regulations  that  w’ould  allow  chartering  of 
foreign  vessels  of  ICCAT  CPCs  to  fish  on  the 
high  seas  against  U.S.  Atlantic  HMS  quota  or 
entitlements. 

The  proposed  chartering  regulations  would 
establish  a  process  and  criteria  for  NMFS’s 
evaluation  of  proposed  chartering 
arrangements  and  certain  limitations  on  such 
chartering  arrangements.  Under  the  proposed 
regulations,  only  Atlantic  HMS  LAP  holders 
would  be  allowed  to  enter  these  types  of 
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chartering  arrangements  with  foreign  entities 
of  ICCAT  CPCs.  NMFS  is  proposing  to  limit 
these  chartering  arrangements  to  Atlantic 
HMS  LAP  holders  because,  by  having  been 
issued  an  Atlantic  HMS  LAP,  these  permitees 
are  allowed  to  harvest  Atlantic  HMS  from  the 
U.S.  EEZ  and  on  the  high  seas.  Under  the 
rule  as  proposed,  only  those  Atlantic  HMS 
LAP  holders  who  currently  are  authorized  to 
harvest  HMS  on  the  high  seas  would  be 
chartering  vessels  to,  essentially,  exercise 
that  harvesting  privilege  on  their  behalf.  This 
approach  should,  generally,  keep  any 
resulting  chartering  arrangements  within  the 
scope  of  existing  analyzed  effects  of  utilizing 
Atlantic  HMS  quotas  on  the  high  seas.  During 
the  length  of  the  chartering  arrangement,  the 
Atlantic  HMS  LAP  holder  would  not  be 
permitted  to  fish  under  Atlantic  HMS  quotas 
or  otherwise  utilize  the  LAPs  themselves.  In 
addition,  under  the  proposed  regulations, 
foreign  vessel  owners  who  enter  into  a 
chartering  arrangement  with  an  Atlantic 
HMS  LAP  holder  would  be  required  to  follow 
all  U.S.  regulations  that  would  have 
otherwise  applied  to  the  Atlantic  HMS  LAP 
holder. 

Since  implementing  the  chartering 
regulations  in  2004,  NMFS  has  only  received 
three  requests  for  chartering  permits,  only 
one  of  which  was  issued.  NMFS  has  not 
received  a  specific  chartering  request  in 
2008.  Upon  receipt  of  any  such  request, 
NMFS  would  conduct  the  necessary 
ecological,  economic,  and  social  analysis, 
including  any  necessary  NEPA  analysis,  to 
consider  the  impacts  of  the  specific 
chartering  request  on  the  HMS  fishery  and  its 
participants.  NMFS  does  not  expect  this 
regulatory  modification  to  result  in  many 
additional  requests,  and  NMFS  does  not 
expect  these  potential  chartering 
arrangements  to  increase  fishing  mortality  or 
increase  fishing  effort  significantly.  It  is 
unlikely  that  activities  conducted  by  foreign 
vessels  under  a  chartering  agreement  would 
result  in  any  economic  impacts  on  domestic 
small  businesses.  Therefore,  NMFS  does  not 
expect  this  regulatory  modification  to  result 
in  significant  impacts  on  a  substantial 
number  of  small  entities. 

Conclusion 

This  proposed  rule  would  not  result  in  any 
increase  in  fishing  mortality,  change  basic 
fishing  practices,  or  pose  any  significant 
impacts  to  the  human  environment. 
Therefore,  NMFS  does  not  expect  the  minor 
regulatory  modifications  to  the  vessel 
chartering  regulations  or  the  carryover  of 
underharvests  to  have  significant  economic 
impacts  on  small  entities. 

List  of  Subjects  in  50  CFR  Part  635 

Fisheries,  Fishing,  Management, 
Reporting  and  recordkeeping 
requirements.  Treaties. 


Dated;  November  12,  2008. 

Samuel  D.  Rauch  III 
Deputy  Assistant  Administrator  for 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

For  the  reasons  set  out  in  the 
preamble,  50  CFR  part  635  is  proposed 
to  be  amended  as  follows: 

PART  635— ATLANTIC  HIGHLY 
MIGRATORY  SPECIES 

1.  The  authority  citation  for  part  635 
continues  to  read  as  follows: 

Authority:  16  U.S.C.  971  et  seq.;  16  U.S.C. 
1801  et  seq. 

2.  In  §  635.5,  paragraph  {a)(5)  is 
revised  to  read  as  follows: 

§635.5  Recordkeeping  and  reporting. 

•k  ic  "k  ic  ic 

(a)  *  *  * 

(5)  Chartering  arrangements,  (i) 

Where  a  U.S.  vessel  is  chartered  by  a 
foreign  entity  (e.g.,  government, 
company,  person)  of  an  ICCAT 
Contracting  Party. 

(A)  For  the  purposes  of  paragraph 
(a)(5)(i)  of  this  section,  a  chartering 
arrangement  means  any  contract, 
agreement,  or  commitment  between  a 
U.S.  fishing  vessel  owner  and  a  foreign 
entity  of  an  ICCAT  Contracting  Party  by 
which  the  control,  use,  possession,  or 
services  of  a  U.S.  fishing  vessel  are 
secured,  for  a  period  of  time  for  fishing 
targeting  Atlantic  HMS  against  the 
ICCAT  quota  of  the  chartering  foreign 
entity’s  Contracting  Party.  Chartering 
arrangements  under  this  part  do  not 
include  bareboat  charters  under  which  a 
vessel  enters  into  a  fishing  agreement 
with  a  foreign  entity,  changes 
registration  to  fish  under  another 
country’s  registration  then,  once  the 
agreed-upon  fishing  is  completed, 
reverts  back  to  the  vessel’s  original 
registration. 

(B)  If  a  foreign  entity  of  an  ICCAT 
Contracting  Party  wants  to  enter  into  a 
chartering  arrangement  with  a  U.S. 
fishing  vessel  owner,  the  ICCAT 
Contracting  Party  and  the  U.S  vessel 
owner  must  be  in  full  compliance  with 
ICCAT  conservation  and  management 
measures. 

(C)  Before  fishing  under  a  chartering 
arrangement  under  paragraph  (a)(5)(i)  of 
this  section,  the  owner  of  a  U.S.  fishing 
vessel  must  apply  for,  and  obtain,  a 
chartering  permit  as  specified  in 

§  635.32(e).  If  a  chartering  permit  is 
obtained,  the  U.S.  fishing  vessel  owner 
must  submit  catch  information  as 
specified  in  the  terms  and  conditions  of 
.  that  permit.  All  catches  will  be  recorded 
and  counted  against  the  applicable 
ICCAT  quota  of  the  chartering  foreign 
entity’s  Contracting  Party  and,  unless 


otherwise  provided  in  the  chartering 
permit,  must  be  offloaded  in  the  ports 
of  the  chartering  foreign  entity’s  ICCAT 
Contracting  Party  or  offloaded  under  the 
direct  supervision  of  the  chartering 
foreign  entity’s  ICCAT  Contracting 
Party. 

(D)  If  the  chartering  arrangement 
terminates  before  the  expiration  of  the 
chartering  permit,  the  U.S.  fishing 
vessel  owner  must  notify  NMFS 
immediately  and  in  writing.  Such 
notification  requirements  shall  also 
apply  to  situations  where  the  chartering 
arrangement  is  temporarily  suspended 
and  during  intermittent  periods  where 
the  vessel  may  be  fishing  under  Atlantic 
HMS  quotas. 

(ii)  Where  a  foreign  vessel  is  chartered 
by  an  Atlantic  HMS  LAP  holder. 

(A)  For  the  purposes  of  paragraph 
(a){5)(ii)  of  this  section,  a  chartering 
arrangement  means  any  contract, 
agreement,  or  commitment  between  an 
Atlantic  HMS  LAP  holder  and  a  foreign 
vessel  owner  of  an  ICCAT  CPC  by  which 
the  control,  use,  possession,  or  services 
of  a  foreign  vessel  are  secured,  for  a 
period  of  time  for  fishing  targeting 
Atlantic  HMS  on  the  high  seas  against 
the  Atlantic  HMS  quota  or  entitlements 
of  the  United  States.  Atlantic  HMS  LAP 
holders  shall  not  fish  using  their  LAP 
permit(s)  during  the  duration  of  the 
chartering  arrangement. 

(B)  NMFS  will  consider  on  a  case-by- 
case  basis  and  must  approve  in  writing,  ■ 
any  proposed  chartering  arrangement 
under  paragraph  (a)(5)(ii)  of  this  section. 
Both  the  ICCAT  CPC  and  a  foreign 
vessel  owner  of  an  ICCAT  CPC  wishing 
to  enter  into  a  chartering  arrangement 
with  an  Atlantic  HMS  LAP  holder  must 
be  in  full  compliance  with  ICCAT 
conservation  and  management 
measures.  Vessels  on  the  ICCAT  lUU 
vessel  list  may  not  be  chartered. 

(C)  Atlantic  HMS  LAP  holders  who 
are  interested  in  chartering  foreign 
vessels  of  an  ICCAT  CPC  under  a 
chartering  arrangement  should  include 
the  following  information  in  their 
request  to  NMFS: 

(1)  Information  regarding  the 
proposed  chartering  operation, 
including  the  ICCAT  CPC’s  vessel  name, 
vessel  registration,  and  flag  of  the 
vessel: 

(2)  A  copy  of  the  proposed  chartering 
arrangement  between  the  Atlantic  HMS 
LAP  holder  and  the  ICCAT  CPC’s  vessel 
owner; 

(3)  The  species  to  be  fished,  amount 
of  fishing  expected,  and  gear  types  to  be 
used;  ,  ■ 

^  [4)  The  general  geographic  areas  to  be 

fished: 
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(5)  A  letter  of  consent  from  the 
government  of  the  ICCAT  CPC  vessel’s 
flag  state; 

(6)  The  timeframe  of  the  chartering 
arrangement;  and 

(7)  Anticipated  benefits  to  the  United 
States,  including,  but  not  limited  to,  the 
use  of  U.S.  processing  facilities/ 
personnel,  and  specific  positive  effects 
on  U.S.  employment. 

(D)  After  reviewing  the  information 
submitted,  NMFS  will  evaluate  whether 
the  proposed  chartering  arrangement 
provides  adequate  benefit  to  the  United 
States  and  will  consider  the 
implications  of  the  arrangement  for 
Atlantic  HMS  quota  management. 
Atlantic  HMS  LAP  holders  who  submit 
chartering  arrangement  requests  to 
NMFS  will  be  contacted  if  the 
chartering  arrangement  is  authorized 
and  will  be  notified  of  the  requirements 
and  terms  of  approval,  including  data 
submission  requirements.  NMFS  may 
decide  to  deny  a  chartering  arrangement 
request. 

*  *  *  *  it 

3.  In  §635.32,  paragraphs  (e)  (1) 
through  (4)  and  (e)(6)  are  revised  to  read 
as  follows; 

§  635.32  Specifically  authorized  activities. 

***** 

(e)  *  *  * 

(1)  For  activities  consistent  with  the 
purposes  of  this  section,  §  635.5(a)(5)(i), 
and  §  600.745(b)(1)  of  this  chapter, 
NMFS  may  issue  chartering  permits  to 
a  U.S.  fishing  vessel  owner.  An 
application  for  a  chartering  permit  must 
include  all  information  required  under 
§  600.745(b)(2)  of  this  chapter  and,  in 
addition,  written  notification  of;  the 
species  of  fish  covered  by  the  chartering 
arrangement  and  quota  allocated  to  the 
chartering  foreign  entity’s  ICCAT 
Contracting  Party;  duration  of  the 
arrangement;  measures  adopted  by  the 
chartering  foreign  entity’s  ICCAT 
Contracting  Party  to  implement  ICCAT 


chartering  provisions;  copies  of  fishing 
licenses,  permits,  and/or  other 
authorizations  issued  by  the  chartering 
foreign  entity  for  the  U.S.  fishing  vessel 
to  fish  under  the  arrangement;  a  copy  of 
the  High  Seas  Fishing  Compliance  Act 
Permit  pursuant  to  §  300.10  of  this  title; 
documentation  regarding  interactions 
with  protected  resources;  and 
documentation  regarding  the  legal 
establishment  of  the  chartering  entity. 

To  be  considered  complete,  an 
application  for  a  chartering  permit  from 
a  U.S.  fishing  vessel  owner  must 
include  all  information  specified  in 
§  600.745(b)(2)  of  this  chapter  and  in 
this  paragraph  (e). 

(2)  Notwithstanding  the  provisions  of 
§  600.745  of  this  chapter  and  other 
provisions  of  this  part,  a  valid 
chartering  permit  is  required  to  fish  for, 
take,  retain,  or  possess  ICCAT- 
regulated  species  under  chartering 
arrangements  as  specified  in 

§  635.5(a)(5)(i).  A  valid  chartering 
permit  must  be  on  board  the  U.S.  fishing 
vessel,  must  be  available  when  ICCAT- 
regulated  species  are  landed,  and  must 
be  presented  for  inspection  upon 
request  of  an  authorized  officer.  A 
chartering  permit  is  valid  for  the 
duration  of  the  chartering  arrangement 
or  until  the  expiration  date  specified  on 
the  permit,  whichever  comes  first.  U.S. 
fishing  vessel  owners  issued  a 
chartering  permit  shall  not  be 
authorized  to  fish  under  applicable  U.S. 
Atlantic  HMS  quotas  or  entitlements 
until  the  chartering  permit  expires  or  is 
terminated. 

(3)  Chartering  permit  holders  must 
submit  logbooks  and  comply  with 
reporting  requirements  as  specified  in 
§  635.5.  NMFS  will  provide  specific 
conditions  and  requirements  in  the 
chartering  permit,  so  as  to  ensure 
consistency,  to  the  extent  possible,  with 
laws  of  the  ICCAT  Contracting  Party,  the 
Consolidated  HMS  FMP,  as  well  as 
ICCAT  recommendations. 


(4)  Observers  may  be  placed  on  board 
U.S.  fishing  vessels  issued  chartering 
permits  as  specified  under  §635.7. 
***** 

(6)  A  U.S.  fishing  vessel  shall  be 
authorized  to  fish  under  only  one 
chartering  arrangement  at  a  time. 
***** 

4.  In  §635.71; 

A.  Paragraphs  (a)(42),  (43),  and  (44) 
are  revised. 

B.  Paragraphs  (a)(45)  through  (a)(53) 
are  redesignated  as  paragraphs  (a)(46) 
through  (a)(54),  respectively. 

C.  A  new  paragraph  (a)(45)  is  added. 

The  revisions  and  addition  read  as 

follows; 

§  635.71  Prohibitions. 
***** 

(a)  *  *  * 

(42)  Count  chartering  arrangement 
catches  against  quotas  other  than  those 
defined  in  §  635.5(a)(5). 

(43)  Fail  to  submit  catch  information 
regarding  fishing  activities  conducted 
under  a  chartering  arrangement  with  a 
foreign  vessel  owner,  as  specified  in 

§  635.5(a)(5). 

(44)  Offload  catch  taken  under  a 
chartering  arrangement  in  ports  other 
than  the  ports  of  the  chartering  foreign 
entity’s  ICCAT  Contracting  Party  or 
offload  catch  without  the  direct 
supervision  of  the  chartering  foreign 
entity’s  ICCAT  Contracting  Party  as 
specified  §  635.5(a)(5). 

(45)  Fish  for,  take,  retain,  or  possess 
ICCAT-regulated  species  under  a 
chartering  arrangement  as  specified  in 
§  635.5(a)(5)(i)  without  a  valid 
chartering  permit  on  board  the  vessel 
and  available  upon  the  request  of  an 
authorized  officer. 
***** 

[FR  Doc:  E8-27337  Filed  11-17-08;  8:45  am] 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


AGENCY  FOR  INTERNATIONAL 
DEVELOPMENT 

Bureau  for  Democracy,  Conflict  and 
Humanitarian  Assistance;  Office  of 
Food  for  Peace;  Announcement  of 
Food  for  Peace  Public  Law  480  Title  II 
Program  Policies  and  Proposal 
Guidelines  Fiscal  Year  2009;  Notice 

Pursuant  to  the  Agricultural  Trade 
Development  and  Assistance  Act  of 
1954  (Pub.  L.  480,  as  amended),  notice 
is  hereby  given  that  the  final  Food  for 
Peace  Public  Law  480  Title  II  Program 
Policies  and  Proposal  Guidelines  Fiscal 
Year  2008  are  available  to  interested 
parties  for  general  viewing. 

Individuals  who  wish  to  access  the 
current  guidelines  should  visit  the  Food 
for  Peace  Web  site  at  http:// 

WWW. usaid.gov/our_work/ / 
humanitarianjassistance/ffp/ ,  or 
contact  the  Office  of  Food  for  Peace, 
U.S.  Agency  for  International 
Development,  RRB  7.06-102,  1300 
Pennsylvania  Avenue,  NW., 
Washington,  DC  20523-7600. 

)uli  Majemik, 

Grants  Manager,  Policy  and  Technical 
Division,  Office  of  Food  for  Peace,  Bureau 
for  Democracy,  Conflict  and  Humanitarian 
Assistance. 

[FR  Doc.  E8-27290  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6116-024> 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 
Comment  Request 

November  13,  2008. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement{s)  to  0MB  for  * 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 
Public  Law  104-13.  Comments 
regarding  (a)  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 


agency,  including  whether  the 
information  will  have  practical  utility: 
(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8681. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 
the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Grain  Inspection,  Packers  &  Stockyards 
Administration 

Title:  Regulations  and  Related 
Reporting  and  Recordkeeping 
Requirements — Packers  and  Stockyards 
Programs. 

OMB  Control  Number:  0580-0015. 

Summary  of  Collection:  The  Grain 
Inspection,  Packers  and  Stockyards 
Administration  (GIPSA)  administers  the 
provisions  of  the  Packers  and 
Stockyards  Act  of  1921  (7  U.S.C.  181- 
229)  and  the  regulations  under  the  Act. 
The  Act  is  designed  to  protect  the 
financial  interests  of  livestock  and 
poultry  producers  engaged  in  commerce 
of  livestock  and  live  poultry  sold  for 
slaughter.  It  also  protects  members  of 
the  livestock  and  poultry  marketing, 
processing,  and  merchandising 
industries  from  unfair  competitive 


practices.  GIPSA  will  collect 
information  using  several  forms. 

Need  and  Use  of  the  Information: 
GIPSA  will  collect  information  to 
monitor  and  examine  financial, 
competitive  and  trade  practices  in  the 
livestock,  meatpacking,  and  poultry 
industries.  Also,  the  information  will 
help  assure  that  the  regulated  entities  do 
not  engage  in  unfair,  unjustly 
discriminatory,  or  deceptive  trade 
practices  or  anti-competitive  behavior. 

Description  of  Respondents:  Business 
or  other  for-profit. 

Number  of  Respondents:  18,684. 
Frequency  of  Responses: 
Recordkeeping:  Third  party  disclosure; 
Reporting:  On  occasion;  Semi-annually; 
Annually. 

Total  Burden  Hours:  318,630. 

Charlene  Parker, 

Departmental  Information  Collection 
Clearance  Officer. 

[FR  Doc.  E8-27315  Filed  11-17-08;  8:45  am) 
BILLING  CODE  3410-KD-P 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  OMB  Review; 

Comment  Request 

November  13,  2008. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding  (a)  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the  ’ 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected:  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
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fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8958. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 
the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Food  and  Nutrition  Service 

Title:  Uniform  Grant  Application  for 
Non-Entitlement  Discretionary  Grants. 

OMB  Control  Number:  0584-0512. 

Summary  of  Collection:  The  Food  and 
Nutrition  Service  (FNS)  has  established 
a  process  for  a  uniform  grant  application 
usable  for  all  of  the  non-entitlement 
discretionary  grant  programs  to  collect 
the  information  firom  grant  applicants 
needed  to  evaluate  and  rank  applicants 
and  protect  the  integrity  of  the  grantee 
selection  process.  All  FNS  discretionary 
grant  programs  will  be  eligible,  but  not 
required  to  use  the  uniform  grant 
application  package.  The  authorities  for 
these  grants  vary.  The  term  “grant”  in 
this  submission  refers  only  to  non¬ 
entitlement  discretionary  grants  or 
cooperative  agreements.  Discretionary 
grant  announcements  include  a  number 
of  information  collections,  including  a 
“project  description”  (program 
narrative),  budget  information, 
assurances,  and  certifications.  An 
optional  faith-based  survey  form  may 
also  be  included  for  the  purpose  of 
helping  the  Federal  government 
determine  the  organizational  nature  of 
the  applicant  population,  specifically 
when  dealing  with  nonprofit 
organizations.  The  requirements  for  the 
program  narrative  statement  are  based 
on  the  requirements  for  program 
narrative  statements  described  in 
section  l.c(5)  of  OMB  Circular  A-102 
and  OMB  A-110  (as  implemented  at 
USDA  7  CFR  Part  3015,  3016  and  3019); 
and  will  apply  to  all  types  of  grantees — 
State  and  local  governments,  non-profit 
organizations,  institutions  of  higher 
education,  hospitals,  and  for-profit 
organizations. 

Need  and  Use  of  the  Information:  As 
the  primary  users  of  the  information 
collected,  FNS  will  review,  evaluate  and 
approve  grant  and  cooperative 
agreement  applications.  The  uniform 


grant  application  package  will  include 
general  information  and  instructions:  a 
checklist;  a  requirements  for  the 
program  narrative  statement  describing 
how  the  grant  objectives  will  be  reached 
as  well  as  a  description  of  the  budget; 
the  Standard  Form  424  series  that 
requests  basic  information,  budget 
information  and  assurances  regarding 
Nonprocurement  Debarment  and 
Suspension,  the  Drug-Free  Workplace 
rule,  general  assurances,  a  lobbying 
certification,  and  an  optional  survey 
form  to  ensure  equal  opportunity  for 
applicants.  Without  this  information, 
FNS  will  not  have  adequate  data  to 
select  appropriate  grantees  or  evaluate 
which  grants  should  be  continued. 

Description  of  Respondents:  State, 
Local,  or  Tribal  Government;  Business 
or  other  for-profit;  Not-for-profit 
institutions.  , 

Number  of  Respondents:  572. 

Frequency  of  Responses:  Reporting: 
Other  (one-time). 

Total  Burden  Hours:  31,340. 

Food  and  Nutrition  Service 

Title:  FNS  User  Access  Request  Form. 

OMB  Control  Number:  0584-0532. 

Summary  of  Collection:  The  Office  of 
Management  and  Budget  Circular  No. 
A-130,  Appendix  III,  Security  of 
Federal  Automated  Information 
Resources,  dated  February  8,  1996, 
established  a  minimum  set  of  controls  to 
be  included  in  Federal  automated 
information  security  programs. 
Establishing  personal  controls  to  screen 
users  to  allow  access  to  an  authorized 
system  is  directed  in  this  appendix.  The 
Food  and  Nutrition  Service  (FNS)  User 
Access  Request  Form,  FNS-674,  is 
designed  for  this  purpose  and  will  be 
used  in  all  situations  where  access  to  an 
FNS  computer  system  is  required, 
where  current  access  is  required  to  be 
modified,  or  where  access  is  no  longer 
required  and  must  be  deleted.  Users 
who  access  FNS  systems  are:  State 
agencies,  other  Federal  agencies,  FNS 
Regional  offices,  FNS  Field  offices,  FNS 
Compliance  Offices,  staff  contractors, 
and  FNS  headquarters  staff. 

Need  and  Use  of  the  Information:  The 
State  Coordinator  is  responsible  for 
ensuring  that  State  users  and  entities 
comply  with  the  FNS  Information 
Systems  Security  Guidelines  and  the 
Procedures  Handbook  702  developed  for 
State  systems  for  their  use  in  ^ 
maintaining  proper  controls  over  FNS 
security  features  used  by  State  clients. 
The  information  to  be  collected  is: 

Name,  e-Authentication  ID,  telephone 
number,  home  zip  code,  email  address, 
contract  expiration  date,  temporary 
employee  expiration  date,  office 
address,  State/locality  codes,  system 


name,  form  type,  type  of  access,  action 
requested,  comments  and  special 
instructions.  If  access  were  not  granted, 
users  would  be  denied  access  to  systems 
needed  to  deliver  FNS  programs. 

Description  of  Respondents:  State, 
Local,  or  Tribal  Government;  Federal 
Government;  Businesses  or  other  for- 
profit. 

Number  of  Respondents:  225. 
Frequency  of  Responses:  Reporting: 
On  occasion. 

Total  Burden  Hours:  73. 

Ruth  Brown, 

Departmental  Information  Collection 
Clearance  Officer. 

[FR  Doc.  E8-27316  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  3410-3(M> 

DEPARTMENT  OF  AGRICULTURE 
Forest  Service 

Trinity  County  Resource  Advisory 
Committee 

AGENCY:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Trinity  County  Resource 
Advisory  Committee  (RAC)  will  meet  at 
the  Trinity  County  Office  of  Education 
in  Weaverville,  California,  December  8, 
2008  beginning  at  6:30  p.m.  The 
purpose  of  this  meeting  is  to  discuss 
proposed  projects  under  Title  H  of  the 
Secure  Rural  Schools  and  Community 
Self-Determination  Act  of  2000. 

DATES:  Monday,  December  8,  2008. 
ADDRESSES:  Trinity  County  Office  of 
Education,  201  Memorial  Drive, 
Weaverville,  California  96093. 

FOR  FURTHER  INFORMATION  CONTACT: 
Resource  Advisory  Committee 
Coordinator  John  Heibel  at  (530)  226— 
2524  or  jheibel@fs.fed.us. 
SUPPLEMENTARY  INFORMATION:  The 
meeting  is  open  to  the  public.  Public 
input  sessions  will  be  provided  and 
individuals  will  have  the  opportunity  to 
address  the  Trinity  County  Resource 
Advisory  Committee. 

Dated:  November  10,  2008 
Scott  G.  Armentrout, 

Deputy  Forest  Supervisor,  Shasta-Trinity 
National  Forest. 

[FR  Doc.  E8-27159  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  3410-11-P 

DEPARTMENT  OF  COMMERCE 

Submission  for  OMB  Review; 

Comment  Request 

The  Department  of  Commerce  will 
submit  to  the  Office  of  Management  and 
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Budget  (OMB)  for  clearance  the 
following  proposal  for  collection  of 
information  under  the  provisions  of  the 
Paperwork  Reduction  Act  (44  U.S.C. 
Chapter  35). 

Agency:  Bureau  of  Industry  and 
Security. 

Title:  Import,  End-User,  and  Delivery 
Verification  Certificates. 

OMB  Control  Number:  0694-0093. 

Form  Numbeiis):  BIS-645P  and  BIS- 
647P. 

Type  of  Request:  Regular  submission. 

Burden  Hours:  744. 

Number  of  Respondents:  2,421. 

Average  Hours  per  Response:  15  to  30 
minutes. 

Needs  and  Uses:  This  collection  of 
information  provides  the  certification  of 
the  overseas  importer  to  the  U.S. 
Government  that  specific  commodities 
will  be  imported  from  the  U.S.  and  will 
not  be  reexported,  except  in  accordance 
with  U.S.  export  regulations. 

Affected  Public:  Business  and  other 
for-profit  organizations. 

Frequency:  On  occasion. 

Respondent’s  Obligation:  Required  to 
obtain  or  retain  benefit. 

OMB  Desk  Officer:  Jasmeet  Seehra, 
Fax  number  (202)  395-3123. 

Copies  of  the  above  information 
collection  proposal  can  be  obtained  by 
calling  or  writing  Diana  Hynek, 
Departmental  Paperwork  Clearance 
Officer,  (202)  482-0266,  Department  of 
Commerce,  Room  7845,  14th  and 
Constitution  Avenue,  NW.,  Washington, 
DC  20230  (or  via  the  Internet  at 
dHynek@doc.gov). 

Written  comments  and 
recommendations  for  the  proposed 
information  collection  should  be  sent 
within  30  days  of  publication  of  this 
notice  to  David  Rostker,  OMB  Desk 
Officer,  Fax  number  (202)  395-7285  or 
via  the  Internet  at 
fasmeet_K._Seehra@omb.eop.gov. 

Dated:  November  12,  2008. 

Gwellnar  Banks. 

Management  Analyst.  Office  of  the  Chief 
Information  Officer. 

[FR  Doc.  E8-27296  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3510-33-P 


DEPARTMENT  OF  COMMERCE 
Foreign-Trade  Zones  Board 
[Docket  60-2008] 

Foreign-Trade  Zone  267 — Fargo,  ND 
Request  for  Manufacturing  Authority 
CNH  America,  LLC  (Construction  and 
Agricultural  Equipment) 

An  application  has  been  submitted  to 
the  Foreign-Trade  Zones  Board  (the 


Board)  by  the  Fargo  Municipal  Airport 
Authority,  grantee  of  FTZ  267, 
requesting  authority  on  behalf  of  CNH 
America,  LLC  (CNH)  to  perform 
construction  and  agricultural  equipment 
manufacturing  under  FTZ  procedures 
within  FTZ  267.  The  application  was 
filed  on  October  23,  2008. 

The  CNH  facilities  (about  800 
employees)  consist  of  a  manufacturing 
plant  located  at  3401  1st  Avenue  N.  and 
a  warehouse  located  at  3000  7th  Avenue 
N.,  within  the  Midtown  Industrial 
Complex  (FTZ  267 — Site  2).  CNH  could 
produce  up  to  4,000  construction  wheel 
loaders  (HTSUS  8429.51)  and  7,200 
agricultural  tractors  (8701.90)  annually. 
Foreign-sourced  components 
(representing  about  30%  of  material 
value)  that  would  be  used  in  production 
include:  Vehicle  glass  (HTSUS  7007.11), 
motor  controls  (8537.10),  switches 
(8536.50),  and  transmissions  (8483.40). 

FTZ  procedures  would  exempt  CNH 
from  customs  duty  payments  on  foreign 
components  used  in  export  production 
(estimated  to  be  some  30  percent  of  the 
plant’s  shipments).  On  its  domestic 
shipments,  CNH  could  defer  duty  until 
the  products  are  entered  for 
consumption,  and  choose  the  duty-free 
rate  that  applies  to  the  finished  product 
for  the  foreign  components  used  in 
production  (duty  rates  ranging  from 
2.5%  to  5.5%).  The  company  may  also 
realize  certain  logistical/procedural 
savings  as  well  as  savings  on  materials 
that  become  scrap/waste  during 
manufacturing. 

In  accordance  with  the  Board’s 
regulations,  Diane  Finver  of  the  FTZ 
staff  is  designated  examiner  to 
investigate  the  application  and  report  to 
the  Board. 

Public  comment  is  invited  from 
interested  parties.  Submissions  (original 
and  3  copies)  shall  be  addressed  to  the 
Board’s  Executive  Secretary  at  the 
address  below.  The  closing  period  for 
their  receipt  is  January  20,  2009. 

Rebuttal  comments  in  response  ta 
material  submitted  during  the  foregoing 
period  may  be  submitted  during  the 
subsequent  15-day  period  to  February  2, 
2009. 

A  copy  of  the  application  and  - 
accompanying  exhibits  will  be  available 
for  public  inspection  at  each  of  the 
following  locations:  U.S.  Department  of 
Commerce  Export  Assistance  Center,  51 
Broadway,  Suite  505,  Fargo,  North 
Dakota  58102;  and.  Office  of  the 
Executive  Secretary,  Foreign-Trade 
Zones  Board,  Room  2111,  U.S. 
Department  of  Commerce,  1401 
Constitution  Avenue,  NW.,  Washington, 
DC  20230-0002. 

For  further  information,  contact  Diane 
Finver  at  (202)  482-1367. 


Dated:  October  23,  2008. 

Andrew  McGilvray, 

Executive  Secretary. 

[FR  Doc.  E8-27343  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3S10-DS-P 


DEPARTMENT  OF  COMMERCE 

Secretary  for  Industry  and  Security 

[Docket  Nos.  07-BIS-0026;  07-BIS-4M)27] 

In  the  Matters  of:  Peter  Goldsmith, 
Micheie  Gesiin,  Respondents;  Final 
Decision  and  Order 

This  matter  is  before  me  upon  a 
Recommended  Decision  and  Order 
(“RDO”)  of  an  Administrative  Law 
Judge  (“ALJ”),  as  further  described 
below. 

In  a  charging  letter  filed  on  December 
18,  2007,  the  Bureau  of  Industry  and 
Security  (“BIS”)  alleged  that 
Respondent  Michele  Gesiin  committed 
one  violation  of  the  Export 
Administration  Regulations  (currently 
codified  at  15  CFR  Parts  730-774  (2008) 
(“Regulations”)),  issued  pursuant  to  the 
Export- Administration  Act  of  1979,  as 
amended  (50  U.S.C.  app.  2401-2420 
(2000))  (the  “Act”),^  when  she  aided 
and  abetted  the  unlicensed  export  of  a 
vessel  to  Cuba  during  a  regatta  she  had 
helped  to  organize.  Specifically,  the 
charge  against  Respondent  Michele 
Gesiin  is  as  follows: 

Charge  1  15  CFR  764.2(b) — Aiding  or 
Abetting  tbe  Export  of  a  Vessel  Without 
the  Required  License 

Between  on  or  about  April  10,  2003 
through  on  or  about  May  31,  2003, 
Gesiin  aided  and/or  abetted  the  doing  of 
an  act  prohibited  by  the  Regulations. 
Specifically,  Gesiin  aided  and/or 
abetted  the  export  of  the  vessel 
Kailuana,  an  item  classified  on  the 
Commerce  Control  List  under  Export 
Control  Classification  Number  (ECCN) 
8A992.f,  to  Cuba  without  the  required 
Department  of  Commerce  authorization. 
Gesiin  aided  and/or  abetted  the  export 


'  From  Augu.st  21,  1994  through  November  12, 
2000,  the  Act  was  in  lapse.  During  that  period,  the 
President,  through  Executive  Order  12924,  which 
had  been  extended  by  successive  Presidential 
Notices,  the  last  of  which  was  August  3,  2000  (3 
CFR,  2000  Comp.  397  (2001)),  continued  the 
Regulations  in  effect  under  the  International 
Emergency  Economic  Powers  Act  (50  U.S.C.  1701- 
1706  (2000))  (“lEEPA”).  On  November  13,  2000.  the 
Act  was  reauthorized  and  remained  in  effect 
through  August  20,  2001.  Since  August  21,  2001, 
the  Act  has  been  in  lapse  and  the  President,  through 
Executive  Order  13222  of  August  17,  2001  (3  CFR, 
2001  Comp.  783  (2002)),  which  has  been  extended 
by  successive  Presidential  Notices,  the  most  recent 
being  that  of  July  23.  2008  (73  FR  43603.  July  25, 
2008),  has  continued  the  Regulations  in  effect  under 
lEEPA. 
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of  the  vessel  to  Cuba  by  organizing  a 
regatta  to  Cuba  and  by  traveling  on 
board  the  Kailuana  and  assisting  with 
the  vessel’s  export  to  Cuba  during  the 
regatta.  Geslin,  as  organizer  of  the 
regatta,  was  advised  by  the  BIS  Office  of 
Export  Enforcement  in  a  letter  dated 
April  24,  2003,  that  a  Department  of 
Commerce  export  license  was  required 
for  all  participants  in  the  regatta  who 
were  to  take  a  vessel  to  Cuba.  On  May 
22,  2003,  the  Office  of  Export 
Enforcement  met  with  Geslin  and  other 
regatta  participants  at  the  regatta’s  pre¬ 
launch  party  and  again  informed  Geslin 
that  a  license  was  required  for  the 
temporary  export  of  vessels  to  Guba 
during  the  regatta.  On  May  23,  2003,  the 
Office  of  Export  Enforcement  provided 
Geslin,  as  co-organizer  of  the  regatta, 
with  an  additional  letter  indicating  that 
an  export  license  was  required  by  all 
regatta  participants  who  took  their 
vessels  to  Cuba  and  that  a  particular 
license  that  had  been  identified  by  some 
participants  as  authority  to  take  their 
vessel  to  Cuba  during  the  regatta  did  not 
in  fact  authorize  the  temporary  export  of 
a  vessel.  Pursuant  to  Section  746.2  of 
the  Regulations,  a  license  is  required  for 
the  export  of  vessels  to  Cuba  and  no 
license  was  obtained  for  the  export  of 
the  Kailuana  to  Cuba.  In  aiding  and 
abetting  this  unlicensed  export,  Geslin 
committed  one  violation  of  Section 
764.2(b)  of  the  Regulations. 

December  18,  2007  Gharging  Letter 
against  Michele  Geslin,  at  1-2 
(originally  included  as  Ex.  E  in  BIS’s 
Motion  for  Summary  Decision). 

Furthermore,  in  a  separate  charging 
letter  filed  on  December  18,  2007,  BIS 
alleged  that  Respondent  Peter 
Goldsmith  also  committed  one  violation 
of  the  Regulations  when  he  aided  and 
abetted  the  unlicensed  export  of  a  vessel 
to  Guba  during  the  same  regatta,  which 
he  also  helped  to  organize.  Specifically, 
the  charge  against  Respondent  Peter 
Goldsmith  is  as  follows: 

Charge  115  CFR  764.2(b) — Aiding  or 
Abetting  the  Export  of  a  Vessel  without 
the  Required  License 

Between  oh  or  about  April  10,  2003 
through  on  or  about  May  31,  2003, 
Goldsmith  aided  and/or  abetted  the 
doing  of  an  act  prohibited  by  the 
Regulations.  Specifically,  Goldsmith 
aided  and/or  abetted  the  export  of  the 
vessel  Eu-Bett,  an  item  classified  on  the 
Gommerce  Control  List  under  Export 
Control  Classification  Number  (ECCN) 
8A992.f,  to  Cuba  without  the  required 
Department  of  Commerce  authorization. 
Goldsmith  aided  and/or  abetted  the 
export  of  the  vessel  to  Cuba  by 
organizing  a  regatta  to  Cuba  and  by 
traveling  on  board  the  Eu-Bett  and 


assisting  with  the  vessel’s  export  to 
Cuba  during  the  regatta.  Goldsmith,  as 
organizer  of  the  regatta,  was  advised  by 
the  BIS  Office  of  Export  Enforcement  in 
a  letter  dated  April  10,  2003,  that  a 
Department  of  Commerce  export  license 
was  required  for  all  participants  in  the 
regatta  who  were  to  take  a  vessel  to 
Cuba.  Further,  the  Office  of  Export 
Enforcement  contacted  Goldsmith  on  or 
about  April  28,  2003  via  telephone  to 
again  state  the  need  of  regatta 
participants  to  obtain  a  Department  of 
Commerce  export  license  before 
exporting  a  vessel  to  Cuba.  On  or  about 
May  22,  2003,  the  Office  of  Export 
Enforcement  met  with  Goldsmith  and 
other  regatta  participants  at  the  regatta’s 
pre-launch  party  and  again  informed 
Goldsmith  that  a  license  was  required 
for  the  temporary  export  of  vessels  to 
Guba  during  the  regatta.  Pursuant  to 
Section  746.2  of  the  Regulations,  a 
license  is  required  for  the  export  of 
.vessels  to  Cuba  and  no  license  was 
obtained  for  the  export  of  the  Eu-Bett  to 
Cuba.  In  aiding  and  abetting  this 
unlicensed  export.  Goldsmith 
committed  one  violation  of  Section 
764.2(b)  of  the  Regulations. 

December  18,  2007  Charging  Letter 
against  Peter  Goldsmith,  at  1-2 
(originally  included  as  Ex.  F  in  BIS’s 
Motion  for  Summary  Decision). 

By  separate  letters,  each  dated  “02/ 
10/2008,’’  Geslin  and  Goldsmith 
responded  to  these  charges  indicating 
an  intention  to  contest  the  charges. 
These  responses  were  treated  as  answers 
to  the  Charging  Letters,  and  on  February 
11,  2008,  these  cases  were  assigned  to 
AU  Brudzinski  of  the  U.S.  Coast  Guard. 
On  April  1,  2008,  the  cases  against 
Geslin  and  Goldsmith  were 
consolidated.^  In  accordance  with  the 
Scheduling  Order  of  ALJ  Brudzinski, 

BIS  propounded  discovery  requests, 
including  Requests  for  Admission,  upon 
both  Geslin  and  Goldsmith.  Neither 
responded  to  any  the  discovery 
requests,  including  the  Requests  for 
Admission,  thus  admitting  the  matters 
of  fact  therein.  15  CFR  766.9(b). 

On  September  8,  2008.  BIS  filed  a 
motion  for  summary  decision  against 
Respondents  Geslin  and  Goldsmith  as  to 
the  above  charges.  On  October  15,  2008, 
based  on  the  record  before  him,  ALJ 
Brudzinski  issued  an  RDO  in  which  he 
determined  that  BIS  was  entitled  to 
summary  decision  as  to  both  of  the 
charges  at  issue,  finding  that  Geslin 
committed  one  violation  of  §  764.2(b) 


2  These  cases  were  consolidated  with  a  case 
against  a  third  respondent.  BIS  has  not  moved  for 
summary  decision  against  this  third  respondent 
and,  accordingly,  that  claim  is  not  addressed  in  the 
RDO  nor  will  it  be  addressed  in  this  Final  Decision 
and  Order. 


when  she  aided  and  abetted  an 
unlicensed  export  to  Cuba  of  the  vessel 
Kailuana,  an  item  subject  to  the 
Regulations  and  classified  under  ECCN 
8A992.f,  and  that  Goldsmith  also 
committed  one  violation  of  §  764.2(b) 
when  he  aided  and  abetted  an 
unlicensed  export  to  Cuba  of  the  vessel 
Eu-Bett,  also  an  item  subject  to  the 
Regulations  and  classified  under  ECCN 
8A992.f.  ALJ  Brudzinski  also 
recommended,  following  consideration 
of  the  record,  that  Geslin  and  Goldsmith 
each  be  assessed  a  monetary  penalty  of 
$11,000.00  and  a  denial  of  export 
privileges  for  three  years.  The  ALJ 
further  recommendpd  that  the  denial  of 
export  privileges  for  each  respondent  be 
suspended  for  the  entire  three  year 
period  provided  that  each  respondent 
pays  the  monetary  penalty  within  30 
days  of  the  Final  Decision  and  Order 
and  that  each  respondent  commits  no 
further  violations  during  the  period  of 
suspension.  In  his  RDO,  ALJ  Brudzinski 
indicated  that,  should  either  Geslin  or 
Goldsmith  fail  to  abide  by  any  of  the 
conditions  of  suspension,  then  the 
denial  order  will  become  active  with 
regard  to  whichever  respondent  has 
failed  to  meet  the  terms  of  the 
suspension. 

Tne  RDO,  together  with  the  entire 
record  in  this  case,  has  been  referred  to 
me  for  final  action  under  §  766.22  of  the 
Regulations.  I  find  that  the  record 
supports  the  ALJ’s  findings  of  fact  and 
conclusions  of  law,  including  the 
conclusion  that  the  movement  of  a 
vessel  from  the  United  States  to  Cuba  is 
considered  an  export,  even  if  the  vessel 
remains  in  Cuba  only  temporarily.  RDO 
at  7. 

I  also  find  that  the  penalty 
recommended  by  ALJ  Brudzinski  based 
upon  his  review  of  the  entire  record  is 
appropriate,  given  the  nature  of  the 
violations,  the  facts  of  this  case,  and  the 
importance  of  deterring  future 
unauthorized  exports,  and  especially 
given  the  multiple  warnings  that  the 
respondents  received  from  BIS  agents.^ 

Based  on  my  review  of  the  entire 
record,  I  affirm  the  findings  of  fact  and 
conclusions  of  law  in  the  RDO. 

Accordingly,  it  is  therefore  ordered 

First,  that  a  civil  penalty  of  $11,000.00 
is  assessed  against  Michele  Geslin  and 
that  a  civil  penalty  of  $11,000  is  also 
assessed  against  Peter  Goldsmith,  each 
of  which  shall  be  paid  to  the  U.S. 
Department  of  Commerce  within  (30) 
thirty  days  from  the  date  of  entry  of  this 
.Order. 


3  The  sanction  recommended  by  the  ALJ  also  is 
consistent  with  the  sanction  proposed  by  BIS, 
which  based  its  request  on  the  facts,  as  admitted, 
and  circumstances  of  the  case  as  a  whole. 
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Second,  pursuant  to  the  Debt 
Collection  Act  of  1982,  as  amended  (31 
U.S;C.  3701-3720E  (2000)),  the  civil 
penalty  owed  under  this  Order  accrues 
interest  as  more  fully  described  in  the 
attached  Notice,  and,  if  payment  is  not 
made  by  the  due  date  specified  herein, 
Geslin  and/or  Goldsmith,  will  be 
assessed,  in  addition  to  the  full  amount 
of  the  civil  penalty  and  interest,  a 
penalty  charge  and  administrative 
charge. 

Third,  for  a  period  of  three  (3)  years 
from  the  date  that  this  Order  is 
published  in  the  Federal  Register, 
Michele  Geslin,  2627  Staples  Avenue, 
Key  West,  FL  33040,  and  Peter 
Goldsmith,  2627  Staples  Avenue,  Key 
West,  FL  33040,  and  their  successors  or 
assigns,  and  when  acting  for  or  on 
behalf  of  Geslin  and/or  Goldsmith,  their 
representatives,  agents,  or  employees 
(hereinafter  collectively  known  as  the 
“Denied  Persons”)  may  not  participate, 
directly  or  indirectly,  in  any  way  in  any 
transaction  involving  any  commodity, 
software  or  technology  (hereinafter 
collectively  referred  to  as  “item”) 
exported  or  to  be  exported  from  the 
United  States  that  is  subject  to  the 
Regulations,  or  in  any  other  activity 
subject  to  the  Regulations,  including, 
but  not  limited  to: 

A.  Applying  for,  obtaining,  or  using 
any  license.  License  Exception,  or 
export  control  document; 

B.  Garry ing  on  negotiations 
concerning,  or  ordering,  buying, 
receiving,  using,  selling,  delivering, 
storing,  disposing  of,  forwarding, 
transporting,  financing,  or  otherwise 
servicing  in  any  way,  any  transaction 
involving  any  item  exported  or  to  be 
exported  from  the  United  States  that  is 
subject  to  the  Regulations,  or  in  any 
other  activity  subject  to  the  Regulations; 
or 

G.  Benefiting  in  any  way  from  any 
transaction  involving  any  item  exported 
or  to  be  exported  from  the  United  States 
that  is  subject  to  the  Regulations,  or  in 
any  other  activity  subject  to  the 
Regulations. 

Fourth,  that  no  person  may,  directly 
or  indirectly,  do  any  of  the  following: 

A.  Export  or  reexport  to  or  on  behalf 
of  the  Denied  Persons  any  item  subject 
to  the  Regulations; 

B.  Take  any  action  that  facilitates  the 
acquisition  or  attempted  acquisition  by 
the  Denied  Persons  of  the  ownership, 
possession,  or  control  of  any  item 
subject  to  the  Regulations  that  has  been 
or  will  be  exported  from  the  United 
States,  including  financing  or  other 
support  activities  related  to  a 
transaction  whereby  the  Denied  Persons 
acquire  or  attempt  to  acquire  such 
ownership,  possession  or  control; 


G.  Take  any  action  to  acquire  ft-om  or 
to  facilitate  the  acquisition  or  attempted 
acquisition  from  the  Denied  Persons  of 
any  item  subject  to  the  Regulations  that 
has  been  exported  ft-om  the  United 
States; 

D.  Obtain  from  the  Denied  Persons  in 
the  United  States  any  item  subject  to  the 
Regulations  with  knowledge  or  reason 
to  know  that  the  item  will  be,  or  is 
intended  to  be,  exported  from  the 
United  States;  or 

E.  Engage  in  any  transaction  to  service 
any  item  subject  to  the  Regulations  that 
has  been  or  will  be  exported  from  the 
United  States  and  which  is  owned, 
possessed  or  controlled  by  the  Denied 
Persons,  or  service  any  item,  of 
whatever  origin,  that  is  owned, 
possessed  or  controlled  by  the  Denied 
Persons  if  such  service  involves  the  use 
of  any  item  subject  to  the  Regulations 
that  has  been  or  will  be  exported  from 
the  United  States.  For  purposes  of  this 
paragraph,  servicing  means  installation,* 
maintenance,  repair,  modification  or 
testing. 

Fifth,  that,  after  notice  and  • 
opportunity  for  comment  as  provided  in 
§  766.23  of  the  Regulations,  any.person, 
firm,  corporation,  or  business 
organization  related  to  the  Denied 
Persons  by  affiliation,  ownership, 
control,  or  position  of  responsibility  in 
the  conduct  of  trade  or  related  services 
may  also  be  made  subject  to  the 
provisions  of  the  Order. 

Sixth,  that  this  Order  does  not 
prohibit  any  export,  reexport,  or  other 
transaction  subject  to  the  Regulations 
where  the  only  items  involved  that  are 
subject  to  the  Regulations  are  the 
foreign-produced  direct  product  of  U.S.- 
origin  technology. 

Seventh,  that,  as  authorized  by 
§  766.17(c)  of  the  Regulations,  the  denial 
period  set  forth  above  with  regard  to 
each  respondent  shall  be  suspended  in 
its  entirety,  and  shall  thereafter  be 
waived,  provided  that:  (1)  Within  thirty 
days  of  the  effective  date  of  this  Order, 
the  respondent  pays  the  monetary 
penalty  imposed  against  him  or  her  of 
$11,000.00  in  full,  and  (2)  for  a  period 
three  years  from  the  effective  date  of 
this  Order,  the  respondent  commits  no 
further  violations  of  the  Act  or 
Regulations. 

Eighth,  that  the  final  Decision  and 
Order  shall  be  served  on  both  Geslin 
and  Goldsmith  and  shall  be  published 
in  the  Federal  Register.  In  addition,  the 
ALJ’s  Recommended  Decision  and 
Order,  except  for  the  section  related  to 
the  Recommended  Order,  shall  also  be 
published  in  the  Federal  Register. 

This  Order,  which  constitutes  the 
final  agency  action  in  this  matter,  is 


effective  upon  publication  in  the 
Federal  Register. 

Dated:  November  11,  2008. 

Daniel  O.  Hill, 

Acting  Under  Secretary  of  Commerce  for 
Industry  and  Security. 

United  States  Department  of  Gommerce 
Bureau  of  Industry  and  Security 
Washington,  DC  20230 

Recommended  Decision  and  Order  ^ 

Issued:  October  15  2008. 

Issued  by:  Hon.  Walter  J.  Brudzinski, 
Administrative  Law  Judge. 

Preliminary  Statement 

This  Recommended  Decision  and 
Order  is  issued  in  response  to  the 
Agency’s  September  8,  2008  Motion  for 
Summary  Decision  in  the  above 
captioned  matters.  Pursuant  to  the 
undersigned’s  Scheduling  Order  of  May 

7,  2008,  Respondents  had  until  October 

8,  2008  to  respond  to  the  Agency’s 
motion.  Since  that  time  has  passed  with 
no  response,  this  matter  is  now  ripe  for 
decision. 

On  April  1,  2008, 1  consolidated  the 
following  BIS  cases:  (1)  In  the  Matter  of 
Peter  Goldsmith,  Docket:  07-BIS-0026; 
(2)  In  the  Matter  of  Michele  Geslin, 
Docket:  07-BIS-0027;  and  (3)  In  the 
Matter  of  Wayne  LaFleur,  Docket:  07- 
BIS-0028.  This  Recommended  Decision 
and  Order  pertains  only  to  Respondents 
Michele  Geslin  and  Peter  Goldsmith 
(hereinafter,  collectively, 
“Respondents”).  The  Agency  is  not 
seeking  summary  decision  with  regard 
to  Respondent  LaFleur.  Accordingly,  the 
matter  involving  Respondent  LaFleur 
has  been  excluded  from  the  case 
caption. 

On  December  18,  2007,  the  Bureau  of 
Industry  and  Security,  U.S.  Department 
of  Gommerce  (“BIS”  or  “Agency”), 
issued  separate  Gharging  Letters 
initiating  administrative  enforcement 
proceedings  against  Michele  Geslin  and 
Peter  Goldsmith.  The  Gharging  Letter 
addressed  to  Ms.  Geslin  alleged  that  she 
committed  one  violation  of  the  Export 
Administration  Regulations,  currently 
codified  at  15  CFR  Parts  730-774  (2008) 


'  For  procetfdings  involving  violation.s  not 
relating  to  Part  760  of  the  Export  Enforcement 
Regulation.s,  15  CFR  766.17(b)  and  (b)(2)  prescribe 
that  the  Administrative  Law  Judge’s  decision  be  a 
“Recommended  Decision  and  Order.”  The 
violations  alleged  in  this  case  are  found  in  Part  764. 
Therefore,  this  is  a  “Recommended”  decision.  That 
section  aLso  prescribes  that  the  Administrative  Law 
Judge  make  recommended  findings  of  fact  and 
conclusions  of  law  that  the  Under  Secretary  for 
Export  Administration,  Bureau  of  Industry  and 
Security,  U.S.  Department  of  Commerce,  must 
affirm,  modify  or  vacate.  15  CFR  766.22.  The  Under 
Secretary’s  action  is  the  final  decision  for  the  U.S. 
Commerce  Department.  15  CFR  766.22(e). 
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(the  “Regulations”), 2  issued  under  the 
Export  Administration  Act  of  1979,  as 
amended  (50  U.S.C.  App.  §§2401-2420 
(2000))  (the  “Act”).3  The  Charging 
Letter  addressed  to  Goldsmith  alleged 
that  he  also  committed  one  violation  of 
the  Regulations. 

Specifically,  the  Charging  Letters 
allege  that,  between  on  or  about  April 
10,  2003  through  on  or  about  May  31, 
2003,  each  respondent  aided  and 
abetted  an  unlawful  export  to  Cuba  in 
violation  of  the  Regulations.  BIS  alleged 
that  Geslin  and  Goldsmith  organized  a 
regatta  during  that  time  period  and  that 
Geslin  assisted  the  passage  of  the  vessel 
Kailuana,  an  item  classified  on  the 
Commerce  Control  List  under  Export 
Control  Classification  Number  (ECCN) 
8A992.f,  to  Cuba  during  that  regatta.  BIS 
further  alleges  that  Goldsmith  assisted 
the  passage  of  the  vessel  Eu-Bett,  also  an 
item  classified  under  ECCN  8A992.f  to 
Cuba  during  that  regatta.  BIS  alleges  that 
the.se  acts  violate  15  CFR  764.2  (2003), 
which  prohibits  the  causing,  aiding,  or 
abetting  of  a  violation  of  the 
Regulations,  because  the  exports  of  the 
vessel  Kailuana  and  the  vessel  Eu-Bett 
to  Cuba  were  not  authorized  by  the 
required  Department  of  Commerce 
export  licenses. 

In  a  letter  dated  February  10,  2008, 
Respondent  Geslin  responded  to  BIS’s 
Charging  Letter  in  which  she  stated  “I 
do  not  feel  that  the  charges  are  viable.” 
Moreover,  in  a  similar  letter  dated 
February  10,  2008,  Respondent 
Goldsmith  responded  to  BIS’s  Charging 
Letter  in  which  he  stated  "I  would  like 
to  contest  these  charges.”  Subsequently, 
in  a  letter  dated  March  20,  2008,  the 
Respondents,  collectively,  demanded  a 
hearing. 

On  February  25,  2008,  this  case  was 
assigned  to  the  undersigned 
Administrative  Law  Judge  (“ALJ”)  for 
adjudication  pursuant  to  an  Interagency 
Agreement  with  the  Bureau  of  Industry 
and  Security.  As  previously  mentioned 
above,  on  April  1,  2008,  the  proceedings 
against  Michele  Geslin  and  Peter 
Goldsmith  were  consolidated.  The 
matter  involving  Wayne  LaFleur  was 
also  consolidated  with  these  cases. 
However,  BIS  has  stated  that  it  will 

2  The  charged  violations  occurred  in  2003.  The 
Regulations  governing  the  violations  at  issue  are 
found  in  the  2003  version  of  the  Code  of  Federal 
Regulations  (15  CFfl  Parts  730-774  (2003)).  The 
2008  Regulations  establish  the  procedures  that 
apply  to  this  matter. 

3  Since  August  21,  2001,  the  Act  has  been  in  lapse 
and  the  President,  through  Executive  Order  13222 
of  August  17,  2001  (3  CFR,  2001  Comp.  783  (2002)), 
as  extended  by  the  Notice  of  July  28.  2008  (73  FR 
43,603  (July  25,  2008)),  has  continued  the 
Regulations  in  effect  under  the  International 
Emergency  Economic  Powers  Act  (50  U.S.C.  1701- 
1706  (2000)). 


move  for  resolution  of  the  case  against 
LaFleur  at  a  later  time. 

On  April  14,  2008,  the  undersigned 
issued  an  Order  granting  BIS’s  Motion 
to  Strike  or  Deny  Respondents’  Demand 
for  a  Hearing  because  the  demand  for 
hearing  was  deemed  untimely.  I  further 
ordered  that  because  of  the  untimely 
filing  of  the  demand  for  hearing  by  the 
Respondents,  this  matter  will  be 
decided  on  the  record  by  the 
undersigned  ALJ,  in  accordance  with  15 
CFR  766.15. 

On  May  7,  2008, 1  issued  a  Scheduling 
Order  for  filing  various  motions  and 
Discovery.  On  May  14,  2008.  BIS  i.ssued 
to  the  Respondents  its  Requests  for 
Admission.  Responses  to  the  Requests 
for  Admission  were  due  on  June  6, 

2008.  Respondents  Geslin  and 
Goldsmith  both  failed  to  respond  to 
these  requests.  Thus,  all  requests  for 
admission  must  be  deemed  admitted 
under  15  U.S.C.  766.9.  Further,  on  May 
14,  2008,  BIS  issued  to  the  Respondents 
its  Requests  for  Interrogatories  and 
Production  of  Documents.  The  answers 
to  all  interrogatories  and  the  requested 
documents  were  due  on  July  11,  2008. 
Again,  Respondents  Geslin  and 
Goldsmith  were  unresponsive  to  these 
requests. 

On  September  8,  2008,  BIS  filed  its 
Motion  for  Summary  Decision  together 
with  12  exhibits  listed  in  Appendix  A. 
BIS  moved  for  summary  decision  on  the 
charges  against  Geslin  and  Goldsmith 
based  on  the  evidence  contained  in  the 
exhibits  and  Respondents’  admissions. 
That  evidence  demonstrates  that  there 
are  no  genuine  issues  of  material  fact 
and  that  under  the  facts  presented,  BIS 
is  entitled  to  summary  decision  as  a 
matter  of  law.  Section  766.8  of  the 
Regulations  provides  that  the 
Administrative  Law  Judge  may  render  a 
recommended  summary  decision  and 
order  disposing  of  some  or  all  of  the 
issues  if  the  entire  record  shows  as  to 
the  issues  under  consideration  “(tlhat 
there  is  no  genuine  issue  as  to  any 
material  fact[,]”  and  “[tjhat  the  moving 
party  is  entitled  to  a  summary  decision 
as  a  matter  of  law.”  15  CFR  766.8  , 
(2008).  A  dispute  over  a  material  fact  is 
“genuine”  if  the  evidence  is  such  that 
a  reasonable  fact  finder  could  render  a 
ruling  in  favor  of  the  non-moving  party. 
Anderson  v.  Liberty  Lobby,  Inc.,  477 
U.S.  242,  248  (1986).  Substantive  law 
dictates  which  facts  are  material,  and 
only  disputes  that  might  affect  the 
outcome  of  the  litigation  will  properly 
preclude  the  entry  of  summary  decision. 
Id.  at  247. 

Section  764.3  of  the  Regulations  sets 
forth  the  sanctions  BIS  may  seek  for 
violations  of  the  Regulations.  The 
applicable  .sanctions  are:  (i)  a  monetary 


penalty,  (ii)  a  denial  of  export  privileges 
under  the  Regulations,. and  (iii) 
suspension  from  practice  before  the 
Bureau  of  Industry  arid  Security.  15  CFR 
764.3.  Pursuant  to  the  International 
Emergencv  Economic  Powers  Act  (50 
U.S.C.  1701-1706  (2000))  (“lEEPA”),  as 
amended,  the  maximum  monetary 
penalty  in  this  case  is  $250,000  per 
violation.  International  Emergency 
Economic  Powers  Enhancement  Act  of 
2007,  Pub.  L.  No.  110-96,  121  Stat.  1011 
(2007):  see  also  In  the  Matter  of:  Kabba 
&;  Amir  Investments,  Inc.,  d.b.a. 
International  Freight  Forwarders.  73  FR 
25649.  25653  (May  7,  2008).  affd  73  FR 
25648.  BIS  requests  that  the  ALJ 
recommend  to  the  Under  Secretary  of 
Commerce  for  Industry  and  Security  •* 
that  Respondents  each  (1)  be  assessed  a 
civil  penalty  in  the  amount  of  $11,000 
and  (2)  be  made  subject  to  a  denial  of 
export  privileges  for  a  period  of  three 
years  which  shall  be  suspended  if  each 
respondent  pays  the  monetary  fine 
against  him  or  her  within  thirty  days 
from  the  date  of  the  final  Decision  and 
Order  and  does  not  commit  any  further 
violations  of  the  Regulations  during  the 
three  year  period  of  the  suspension. 

BIS  seeks  this  sanction  because  the 
Respondents,  while  they  were 
organizing  the  regatta  during  which  the 
vessels  in  question  were  exported  to 
Cuba,  were,  advised  on  numerous 
occasions  by  federal  agents  that  taking 
a  vessel  to  Cuba  without  the  proper 
Department  of  Commerce  authorization 
was  a  violation  of  U.  S.  law.^  In 
addition,  the  items  exported  in  this  case 
involved  vessels  controlled  for  anti¬ 
terrorism  reasons  to  a  country  that  the 
United  States  Government  has 
designated  a  state  sponsor  of 
international  terrorism.® 

Pursuant  to  Section  13(c)(1)  of  the  Export 
Administration  Act  and  Section  766.17(b)(2)  of  the 
Regulations,  in  export  control  enforcement  cases, 
the  AL)  makes  recommended  findings  of  fact  and 
conclusions  of  law  that  the  Under  Secretary  must 
affirm,  modify  or  vacate.  The  Under  Secretary’s 
action  is  the  final  decision  for  the  U.S.  Department 
of  Commerce. 

*See  15  CFR  Part  766,  Supp.  No.  1,  §1II..A. 
(discussing  the  factors  that  BIS  considers  in  the 
context  of  settling  an  enforcement  action  and 
stating  that  “[i)n  cases  involving  gross  negligence, 
willful  blindness  to  the  requirements  of  the  EAR, 
or  knowing  or  willful  violations,  BIS  is  more  likely 
to  seek  a  denial  of  export  privileges  *  *  *  and/or 
a  greater  monetary  penalty  than  BIS  would 
otherwise  typically  seek”). 

®See  15  CFR  Part  766,  Supp.  No.  1,  §III.A. 
(discussing  the  factors  that  BlS  considers  in  the 
context  of  settling  an  enforcement  action  and 
stating  that  "BIS  is  more  likely  to  seek  a  greater 
monetary  penalty  and/or  denial  or  export  privileges 

*  *  *  in  cases  involving:  (1)  exports  or  reexjjorts 
to  countries  subject  to  anti-terrorism  controls 

*  *  *”).  Cuba  has  been  designated  as  a  Terrorist 
Supporting  Country  and  is  subject  to  such  anti¬ 
terrorism  controls.  See  15  CFR  Part  740.  Supp.  No. 
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Pursuant  to  the  undersigned’s 
Scheduling  Order  of  May  7,  2008,  the 
deadline  for  serving  and  filing  a 
response  to  Motions  for  Summary 
Decision  is  30  days  from  the  date  of  the 
motion.  In  this  matter,  the  Respondents’ 
responses  were  due  no  later  than 
October  8,  2008.  Prior  to  issuing  this 
Recommended  Decision  and  Order,  the 
undersigned  waited  an  additional  week 
for  Respondents  to  submit  a  response  in 
the  event  of  unexpected  delays  in  mail 
delivery.  To  date,  the  Respondents  have 
failed  to  submit  a  response. 

I  find  that  the  entire  record  before  me 
shows  that  there  are  no  genuine  issues 
of  material  fact  and  that  BIS  is  entitled 
to  summary  decision  against 
Respondents  Geslin  and  Goldsmith  as  a 
matter  of  law.  Through  their  failure  to 
answer  BIS’s  Requests  for  Admissions, 
Respondents  admitted  that  they  aided 
and  abetted  the  export  of  the  vessels 
Kailuana  and  Eu-Bett  to  Cuba.6  Section 
746.2  of  the  Regulations,  requires  a 
license  to  export  these  vessels  from  the 
United  States  to  Cuba.  Under  the 
Regulations,  the  movement  of  the 
vessels  fi'om  the  United  States  to  Cuba 
is  considered  an  export,  even  if  the 
vessels  remained  in  Cuba  only 
temporarily.’-  * 

The  Respondents  have  admitted,  and 
BIS  has  confirmed  by  searching  its 
licensing  database,  that  no  such  licenses 
were  obtained.  Ex.  L,  Ex.  J  (Requests  6 
&:  15).  Respondents  have  also  both 
admitted  to  receiving  multiple  letters 
fi’om  BIS  agents  prior  to  the  regatta  in 
question  informing  them  that  the  export 
of  a  vessel  to  Cuba  required  an  export 
license.  Ex,  J  (Requests  7-9,  16-18),  Exs. 
A-D.  In  addition  to  admitting  the  facts 
described  in  the  Charging  Letters  against 
them,  the  Respondents  have  also  failed 
to  raise  any  defenses  to  the  charges  in 
their  answers  to  the  respective  Charging 
Letters,  thus  precluding  them  fiom  any 


1  Country  Group  E:1  (2003);  15  CFR  742.1,  746.2 
(2003). 

^See  15  CFR  766.9  (noting  that  “matters  of  fact 
or  law  of  which  admission  is  requested  shall  be 
deemed  admitted  unless,  within  a  period 
designated  in  the  request  *  *  *  the  party  to  whom 
the  request  is  directed  serves  upon  the  requesting 
party  a  sworn  statement  either  denying  specifically 
the  matters  of  which  admission  is  requested  or 
setting  forth  in  detail  the  reasons  why  the  party  to 
whom  the  request  is  directed  cannot  truthfully 
either  admit  or  deny  such  matters”). 

*See  15  CFR  734.2  (defining  “export”  to  include 
“an  actual  shipment  or  transmission  of  items 
subject  to  the  [Regulations]  out  of  the  United  States. 
*  *  *”).  As  BIS  noted  in  its  Motion,  temporary 
exports  have  been  subject  to  export  control  laws  for 
more  than  60  years.  See,  e.g.,  7  FR  5007  (July  2, 
1942)  (amending  Part  802  of  title  32  of  the  Code  of 
Federal  Regulations  to  authorize  the  export  of 
certain  stores  and  spare  parts  that  are  carried  abroad 
on  vessels  and  planes  for  use  or  consumption  bv  the 
crew):  cf.  15  CFR  740.15(b)(2008). 


attempt  to  raise  any  new  defense  at  this 
time.® 

After  admitting  the  facts  against  them 
and  waiving  any  defenses  to  the 
charges,  it  is  clear  that  no  genuine 
issues  of  material  fact  remain  in  this 
case  and  that  BIS  is  entitled  to  summary 
decision  as  a  matter  of  law  with  regard 
to  the  charges  against  Geslin  and 
Cioldsmith. 

Recommended  Findings  of  Fact  and 
Conclusions  of  Law 

Based  upon  the  record  before  me,  I 
make  following  findings  of  fact  and 
conclusions  of  law: 

Findings  of  Fact 

1.  The  vessel  Kailuana  was  classified 
under  Export  Control  Classification 
Number  8A992.f  on  the  Commerce 
Control  List  at  the  time  of  the  alleged 
violations.  Ex.  K. 

2.  The  vessel  Kailuana  traveled  to 
Cuba  during  the  regatta  described  in  the 
charging  letter.  Ex.  ]  (Request  3). 

3.  Prior  to  the  regatta  that  began  on 
May  23,  2003,  BIS  specifically  warned 
Michele  Cieslin  on  multiple  occasions 
that  a  Department  of  Commerce  license 
is  required  for  a  vessel  to  travel  to  Cuba. 
Ex.  J  (Requests  7-9). 

4.  No  Department  of  Commerce 
authorization  was  obtained  for  the 
Kailuana  to  travel  to  Cuba.  Ex.  J 
(Request  6);  Ex.  L. 

5.  Michele  Geslin  organized  and/or 
promoted  the  regatta  that  is  referenced 
in  the  charging  letter  and  which  began 
on  May  23,  2003.  Ex  J  (Request  1). 

6.  In  addition,  Michele  Geslin 
traveled  onboard  the  vessel  Kailuana  to 
Cuba  during  the  regatta  that  began  on 
May  23,  2003  and  assisted  its  passage  to 
Cuba  as  a  crew  member  or  through 
assistance  to  the  captain  and  crew  of 
that  vessel.  Ex.  J  (Requests  2  &;  4). 

7.  The  vessel  Eu-Bett  was  classified 
under  Export  Control  Classification 
Number  8A992.f  on  the  Commerce 
Control  List  at  the  time  of  the  alleged 
violations.  Ex.  K. 

8.  The  vessel  Eu-Bett  traveled  to  Cuba 
during  the  regatta  described  in  the 
charging  letter.  Ex.  J  (Request  12). 

9.  Prior  to  the  regatta  that  began  on 
May  23,  2003,  BIS  specifically  warned 
Peter  Goldsmith  on  multiple  occasions 
that  a  Department  of  Commerce  license 
is  required  for  a  vessel  to  travel  to  Cuba. 
Ex.  J  (Requests  16-18). 

10.  No  Department  of  Commerce 
authorization  was  obtained  for  the 


®  15  CFR  766.6(b).  See  In  the  Matter  of  BiB  and 
Malte  Mangelsen,  71  FR  37042.  37050  (June  29, 
2006)  (afHrming  that  defenses  not  specifically  set 
forth  in  the  answer  shall  be  deemed  waived  in 
accordance  with  15  CFR  766.6(a))  (afTd  by  Under 
Secretary  at  37042). 


vessel  Eu-Bett  to  travel  to  Cuba.  Ex.  J 
(Requests  15);  Ex.  L. 

11.  Peter  Goldsmith  organized  and/or 
promoted  the  regatta  that  is  referenced 
in  the  charging  letter  and  which  began 
on  May  23,  2003.  Ex  J  (Request  10). 

12.  Peter  Goldsmith  traveled  on  board 
the  vessel  Eu-Bett  to  Cuba  during  the 
regatta  that  began  on  May  23,  2003  and 
assisted  its  passage  to  Cuba  as  a  crew 
member  or  through  assistance  to  the 
captain  and  crew  of  that  vessel.  Ex.  J 
(Requests  11  &  13). 

Conclusions  of  Law 

1.  The  vessel  Kailu  ana’s  passage  to 
Cuba  was  an  export  and  as  such  it 
required  an  export  license  from  the 
Department  of  Commerce.  See  Ex.  L;  See 
also.  Ex.  J  (Requests  5  &  14). 

2.  Geslin  aided  and/or  abetted  an  act 
prohibited  by  the  Regulations  by 
assisting  the  vessel  Kailuana’s  passage 
to  Cuba  as  a  crew  member  or  through 
assistance  to  the  captain  and  crew  of 
that  vessel. 

3.  The  vessel  Eu-Bett’s  passage  to 
Cuba  was  an  export  and  as  such  it 
required  an  export  license  fiom  the 
Department  of  Commerce.  See  Ex.  L;  See 
also.  Ex.  J  (Request  14). 

4.  Goldsmith  aided  and/or  abetted  an 
act  prohibited  by  the  Regulations  by 
assisting  the  vessel  Eu-Bett’s  passage  to 
Cuba  as  a  crew  member  or  through 
assistance  to  the  captain  and  crew  of  the 
vessel. 

Respondents’  role  in  aiding  and 
abetting  the  export  of  vessels  fiom  the 
United  States  to  Cuba  demonstrates 
indifference  to  U.S.  export  control  laws. 
Therefore,  I  find  BIS’s  penalty- 
recommendation  entirely  reasonable, 
especially  given  the  repeated  efforts 
made  by  BIS  agents  to  specifically 
advise  Respondents  of  the  proper  export 
licensing  requirements. 

Accordingly,  I  recommend  that  the 
Under  Secretary  enter  an  Order 
imposing,  for  each  respondent,  an 
$11,000  civil  penalty  and  a  denial  of 
export  privileges  for  three  years. 

Further,  I  recommend  the  Order  state 
that  the  denial  of  export  privileges  with 
regard  to  each  Respondent  be 
suspended  for  the  three  year  period 
provided  that  each  respondent  pays  the 
monetary  penalty  within  30  days  of  the 
final  Decision  and  Order  and  that  each 
respondent  commits  no  further 
violations  during  the  period  of  the 
suspension.  Should  either  Geslin  or 
Goldsmith  fail  to  abide  by  any  of  the 
conditions  of  suspension,  then  the 
denial  order  will  become  active  with 
regard  to  whichever  respondent  has 
failed  to  meet  the  terms  of  the 
suspension.  This  penalty  is  consistent 
with  prior  cases  decided  by  this  Court. 
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In  the  Matter  of:  Kabba  &;  Amir 
Investments,  Inc.,  d.b.a.  International 
Freight  Forwarders,  73  FR  25649,  25652 
(May  7,  2008),  affd  at  73  FR  25648 
(imposing  a  monetary  penalty  of  $6,000 
and  a  conditional  denial  of  export 
privileges  for  three  years  against  a 
freight  forwarder  that  aided  and  abetted 
an  attempted  export  of  medical 
equipment  to  Cuba). 

The  terms  of  the  export  privileges 
denial  against  the  Respondents  should 
be  consistent  with  the  standard 
language  used  by  BIS  in  such  orders 
with  modifications  as  necessary  to 
comply  with  the  conditional  nature  of 
the  denial  of  export  privileges  described 
above: 

Wherefore, 

[REDACTED  SECTION] 

[REDACTED  SECTION] 

[REDACTED  SECTION] 

[REDACTED  SECTION] 

This  Order,  which  constitutes  the 
final  agency  action  in  this  matter,  is 
effective  upon  publication  in  the 
Federal  Register. 

Accordingly,  I  am  referring  this 
Recommended  Decision  and  Order  to 
the  Under  Secretary  of  Commerce  for 
Industry  and  Security  for  review  and 
final  action  for  .he  agency,  without 
further  notice  to  the  Respondents,  as 
provided  in  Section  766.7  of  the 
Regulations. 

Within  thirty  (30)  days  after  receipt  of 
this  Recommended  Decision  and  Order, 
the  Under  Secretary  will  issue  a  written 
order  affirming,  modifying  or  vacating 
the  Recommended  Decision  and  Order. 
See  15  CFR  766.22(c).  A  copy  of  the 
Agency’s  regulations  for  Review  by  the 
Under  Secretary  is  attached  as 
Appendix  B. 

Done  and  dated  this  15th  day  of  October, 
2008  at  New  York,  New  York. 

HON.  Waller  f.  Brudzinski, 

Administrative  Law  fudge. 

APPENDIX  A 

List  Of  Exhibits 

A.  Agency’s  Exhibits 

Exhibit  A  Letter  to  Michele  Geslin  dated 
April  24,  2003,  with  copy  of  certified  mail 
receipt  signed  by  Michele  Geslin.  (3  pages) 

Exhibit  B  Letter  to  race  participants  from 
BIS  Special  Agent  dated  April  22,  2003.  (1 
page) 

Exhibit  C  Letter  to  All  Third  Annual  Conch 
Republic  Cup  Race  Participants  dated  May 
23,  2003;  letter  to  race  participants,  dated 
May  23,  2003.  (2  pages) 

Exhibit  D  Letter  to  Peter  Goldsmith  dated 
April  10,  2003,  with  copy  of  certified  mail 
receipt  initialed  by  Peter  Goldsmith.  (3 
pages) 

Exhibit  E  Charging  Letter  addressed  to 
Michele  Geslin  dated  December  18,  2007.  (3 
pages) 


Exhibit  F  Charging  Letter  addressed  to 
Peter  Goldsmith  dated  December  18,  2007.  (3 
pages) 

Exhibit  G  Michele  Geslin’s  Answer  to 
Charging  Letter  dated  February  10,  2008.  (1 
page) 

Exhibit  H  Peter  Goldsmith’s  Answer  to 
Charging  Letter  dated  February  10,  2008.  (1 
page) 

Exhibit  1  BIS  Interrogatories  and  Requests 
for  Production  of  Documents,  with  certificate 
of  service  dated  May  14,  2008.  (14  pages) 

Exhibit  J  BIS  Requests  for  Admission,  with 
certificate  of  service  dated  May  14,  2008.  (9 
pages) 

Exhibit  K  Certified  Licensing 
Determination  dated  September  4,  2008.  (2 
pages) 

Exhibit  L  Certified  copy  of  letter  indicating 
results  of  BIS’s  search  of  its  electronic 
licensing  database  for  records  of  export 
licenses  or  applications  related  to  the 
transactions  in  question.  (2  pages) 

B.  Respondents’  Exhibits 

Respondents  did  not  file  any  exhibits. 

APPENDIX  B 

NOTICE  TO  THE  PARTIES  REGARDING 
REVIEW  BY  UNDER  SECRETARY 

TITLE  15— COMMERCE  AND  FOREIGN 
TRADE 

SUBTITLE  B— REGULATIONS  RELATING 
TO  COMMERCE  AND  FOREIGN  TRADE 
CHAPTER  VII— BUREAU  OF  INDUSTRY 
AND  SECURITY,  DEPARTMENT  OF 
COMMERCE 

SUBCHAPTER  C— EXPORT 
ADMINISTRATION  REGULATIONS 

PART  766— ADMINISTRATIVE 
ENFORCEMENT  PROCEEDINGS 

15  CFR  766,22 

Section  766.22  Review  by  Under  Secretary. 

(a)  Recommended  decision.  For 

proceedings  not  involving  violations  relating 
to  part  760  of  the  EAR,  the  administrative 
law  judge  shall  immediately  refer  the  , 

recommended  decision  and  order  to  the 
Under  Secretary.  Because  of  the  time  limits 
provided  under  the  EAA  for  review  by  the 
Under  Secretary,  service  of  the  recommended 
decision  and  order  on  the  parties,  all  papers 
filed  by  the  parties  in  response,  and  the  final 
decision  of  the  Under  Secretary  must  be  by 
personal  delivery,  facsimile,  express  mail  or 
other  overnight  carrier.  If  the  Under  Secretary 
cannot  act  on  a  recommended  decision  and 
order  for  any  reason,  the  Under  Secretary 
will  designate  another  Department  of 
Commerce  official  to  receive  and  act  on  the 
recommendation. 

(b)  Submissions  by  parties.  Parties  shall 
have  12  days  from  the  date  of  issuance  of  the 
recommended  decision  and  order  in  which  to 
submit  simultaneous  responses.  Parties 
thereafter  shall  have  eight  days  from  receipt 
of  any  response(s)  in  which  to  submit  replies. 
Any  response  or  reply  must  be  received 
within  the  time  specified  by  the  Under 
Secretary. 

(c)  Final  decision.  Within  30  days  after 
receipt  of  the  recommended  decision  and 
order,  the  Under  Secretary  shall  issue  a 
written  order  affirming,  modifying  or 
vacating  the  recommended  decision  and 


order  of  the  administrative  law  judge.  If  he/ 
she  vacates  the  recommended  decision  and 
order,  the  Under  Secretary  may  refer  the  case 
back  to  the  administrative  law  judge  for 
further  proceedings.  Because  of  the  time 
limits,  the  Under  Secretary’s  review  will 
ordinarily  be  limited  to  the  written  record  for 
decision,  including  the  transcript  of  any 
hearing,  and  any  submissions  by  the  parties 
concerning  the  recommended  decision. 

(d)  Delivery.  The  final  decision  and 
implementing  order  shall  be  served  on  the 
parties  and  will  be  publicly  available  in 
accordance  with  §  766.20  of  this  part. 

(e)  Appeals.  The  charged  party  may  appeal 
the  Under  Secretary’s  written  order  within  15 
days  to  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  pursuant  to  50 
U.S.C.  app.  §  2412(c)(3). 

[FR  Doc.  E8-27160  Filed  11-17-08;  8:45  am] 
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DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

Notice  and  call  for  applications  for  the 
Environmental  and  Clean  Energy 
Technologies  Trade  Mission  to  Croatia, 
Italy,  and  Greece,  March  30  to  April  5, 
2009 

agency:  International  Trade 
Administration.  Department  of 
Commerce. 

ACTION:  Notice  and  call  for  applications 
for  the  Environmental  and  Clean  Energy 
Technologies  Trade  Mission  to  Croatia, 
Italy,  and  Greece,  March  30  to  April  5, 
2009. 


Mission  Description 

The  United  States  Department  of 
Commerce,  International  Trade 
Administration,  U.S.  and  Foreign 
Commercial  Service  (USFCS)  is 
organizing  an  Environmental  and  Clean 
Energy  Technologies  Trade  Mission  to 
Zagreb,  Croatia;  Milan,  Italy:  and 
Athens,  Greece,  from  March  30  to  April 
4,  2009.  All  three  fast  growing  markets 
hold  promising  potential  for  U.S.  firms 
offering  equipment,  services,  and 
technologies  in  the  target  sectors.  The 
mission  will  introduce  participating 
U.S.  firms  to  prospective 
representatives,  distributors,  end-users, 
and  partners  through  one-on-one  . 
appointments  in  all  three  cities  and  will 
include  participation  in  the  EcoTec 
Environmental  Tradeshow  (EcoTec 
2009)  in  Athens,  where  the  USFCS  will 
provide  entry  to  the  trade  show,  manage 
a  booth,  and  organize  meetings  with 
business  and  industry  contacts  for  each 
of  the  mission  participants. 
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Commercial  Setting 

Greece 

Environmental  protection  is  a  priority 
issue  in  Greece,  where  the  market  for 
environmental  equipment  and  services 
is  expected  to  far  outstrip  local  capacity 
in  the  future.  The  Greek  Ministry  of 
Environment  estimates  the  country’s 
environmental  market  to  be  about 
US$2.2  billion,  or  1.5  percent  of  GDP. 
Investment  in  environmental 
infrastructure  through  European  Union 
(EU)  and  national  programs  has  been  the 
centerpiece  of  environmental  progress 
in  Greece.  These  investments  have  been 
used  to  construct  numerous  wastewater 
and  solid  waste  treatment  facilities,  as 
well  as  new  recycling  plants, 
composting  facilities,  and  treatment 
plants  for  industrial  and  hazardous 
waste  materials. 

The  implementation  of  EU 
environmental  legislation  in  national 
laws  has  created  the  institutional  basis 
for  successfully  facing  environmental 
protection  challenges.  In  January  2007, 
the  Minister  of  Environment  announced 
a  US$6.3  billion  investment  plan  for 
2007-2013  for  the  upgrading, 
modernization  and  maintenance  of 
environmental  projects  in  waste 
management,  recycling,  and  water 
treatment,  to  be  implemented  under  the 
“Environment  and  Sustainable 
Development’’  program. 

Following  EU  directives  and 
practices,  Greece  is  committed  to 
introducing  the  necessary  legislative 
framework  for  promoting  the  use  of 
“clean”  or  “green”  technologies. 
Renewable  energy  will  play  a  major  role 
in  these  initiatives.  Furthermore,  in  an 
effort  to  catch  up  with  commitments 
under  the  Kyoto  Protocol,  Greece’s 
Minister  of  Environment  has  approved  a 
National  Allocation  Plan  for  Emission 
Trading  for  2008-2012,  which  aims  to 
bring  about  a  16.6  percent  reduction  in 
greenhouse  gas  emissions. 

Areas  holding  the  greatest  potential 
for  U.S.  firms  in  the  Greek 
environmental  market  include  waste 
management,  recycling  and  biomass 
facilities:  hazardous  waste  treatment 
and  disposal;  water  treatment;  air  and 
sea  pollution  control;  clean  coal  plants; 
“green”  building  materials;  emissions 
monitoring  and  reduction;  and 
photovoltaic  plants. 

At  the  EcoTec  Environmental 
Tradeshow,  to  be  held  April  3-6,  2009, 
mission  members  will  have 
opportunities  to  meet  with  business  and 
industry  contacts  in  a  range  of  sectors, 
including  renewable  energy,  recycling, 
ecoconstruction,  waste  management, 
wastewater  treatment,  environmental 
restoration,  energy  conservation,  and 


alternative  fuels.  EcoTec  2009  is 
expected  to  attract  technical  experts, 
local  and  national  management 
councils,  large  commercial  entities,  - 
construction  companies,  government 
procurement  executives,  investors, 
researchers,  and  various  business 
representatives  from  all  over  Greece  and 
neighboring  countries  (for  details,  see: 
http  -.Hwww.Eco  T ec.gr/ 
Site%20EcoTec%20final/ 
Hektheshjeng.html). 

Italy 

Italy’s  US$6  billion  environmental 
market — of  which  machinery  and 
equipment  account  for  approximately 
US$1  billion — offers  significant 
opportunities  to  U.S.  firms  providing 
innovative  technologies.  Waste 
management  is  a  major  issue  driving 
Italy’s  environmental  policy.  While  the 
practices  of  waste  minimization  and 
separate  waste  collection,  waste  re-use, 
recycling,  and  recovery  are  growing, 
urban  and  industrial  waste  disposal  in 
Italy  still  depends  largely  on  landfills. 
Investments  of  several  billion  dollars  are 
expected  over  the  next  few  years  to 
adopt  innovative  recycling  technologies 
and  to  build  near-to-zero  emission 
waste-to-energy  plants.  Recent 
implementation  of  the  EU  directive  on 
waste  and  electronic  equipment 
recycling  of  is  expected  to  expand 
opportunities  for  U.S.  firms  offering 
technological  innovation. 

Italy’s  water  collection  and 
distribution  systems,  as  well  as  its  urban 
wastewater  sewage  and  purification 
systems,  are  also  inadequate.  Measures 
to  encourage  more  sustainable  use  of 
water  resources  include  new  legislation 
for  water  reuse  and  investments  in 
innovative  technologies  to  prevent  and 
detect  water  losses.  The  total  investment 
to  implement  an  integrated  water 
system  comprising  aqueducts,  sewage 
systems  and  treatment  services  could 
reach  US$55  billion  countrywide  in  the 
next  ten  years. 

With  regard  to  soil  remediation, 
specific  legislation  has  established  the 
criteria,  procedures,  and  methods  for 
safety  and  clean-up  actions  for 
environmental  restoration  of 
contaminated  sites.  The  Italian 
Government  has  identified  40  Italian 
sites  of  “National  Interest”  in  need  of 
urgent  clean  up.  It  is  estimated  that  at 
least  15,000  areas  in  Italy  are  currently 
subject  to  environmental  investigation 
and/or  remediation  actions.  Innovative 
technologies  in  this  sector  are  in  high 
demand. 

Italy  has  implemented  restrictive  air 
pollution  control  legislation  in 
compliance  with  stringent  EU 
regulations  to  cut  greenhouse  gas 


emissions  by  20  percent.  The 
environmental  impact  of  private  and 
public  transportation  remains  a  major 
problem.  Italy’s  major  municipalities 
have  implemented  a  large  number  of 
projects,  and  the  Italian  Government  is 
offering  incentives  to  substitute  older 
vehicles  with  new  vehicles  with  lower 
environmental  impact,  but  there  is  still 
much  to  be  done. 

As  far  as  energy  is  concerned,  Italy 
depends  on  foreign  suppliers  for  about 
80  percent  of  its  needs.  Interest  in 
renewable  energy  has  become  an 
important  issue  on  the  Italian 
Government’s  agenda,  and  there  is 
substantial  effort  in  research  and 
development  to  expand  the  use  of 
alternative  sources  of  energy,  especially 
biomass,  geothermal,  solar  (both 
photovoltaic  and  solar  thermal),  and 
wind  energy. 

Green  building  also  represents  an 
increasingly  promising  market,  as 
European  and  local  norms  steer  builders 
in  that  direction.  Italy  lags  behind  other 
European  countries,  but  the  trend  is 
positive,  and  green  building  represents 
a  very  dynamic  market  niche. 

While  competition  in  Italy  is  fierce, 
U.S.  environmental  and  energy 
technologies  are  highly  regarded  there. 
Moreover,  Italy’s  strategic 
Mediterranean  location  makes  it  an 
ideal  gateway  to  the  emerging  markets 
of  Eastern  Europe,  North  Africa,  and  the 
Middle  East.  Several  Italian  firms 
specializing  in  turnkey  operations  have 
strengthened  their  position  in  foreign 
markets.  The  right  Italian  partner  could 
assist  U.S.  firms  not  only  in  penetrating 
the  Italian  market,  but  also  in  effectively 
entering  other  foreign  markets. 

Croatia 

EU  accession  is  the  primary  force 
affecting  planning  and  procurement  in 
the  Croatian  environmental  sector. 
Croatia’s  Ministry  of  Environmental 
Protection,  Physical  Planning  and 
Construction  and  the  World  Bank 
estimate  that  Croatia  needs  to  invest 
more  than  US$10  billion  in  the 
environmental  sector  prior  to  accession, 
including  about  US$2.2  billion  for  waste 
management,  US$5  billion  for 
wastewater  treatment,  and  US$56 
million  for  air  protection.  So  far,  less 
than  US$35  million  has  been  directly 
invested  in  environmental  protection  in 
Croatia.  Expected  increases  in  these 
investments,  in  addition  to  over  US$186 
million  from  EU  Pre-Accession  Funds 
delivered  over  the  next  three  years, 
make  Croatia  an  attractive  market  for 
U.S.  suppliers  of  environmental 
equipment  and  services. 

Four  primary  environmental 
subsectors — waste  management. 
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wastewater  treatment,  air  protection  and 
renewable  energy— hold  opportunities 
for  U.S.  firms.  Waste  management  is 
currently  the  largest  challenge  in 
Croatia’s  environmental  sector.  Key 
issues  are  increases  in  solid  waste,  very 
limited  recycling,  unreliable  data  on 
waste  flows  and  quantities,  and  lack  of 
organized  disposal  sites.  According  to 
plans,  by  2025  most  of  the  population 
will  be  included  in  an  organized 
municipal  waste  collection  system; 
recycling  and  waste  treatment  will  grow 
significantly;  and  municipal  and  bio¬ 
degradable  waste  will  be  significantly 
reduced.  To  meet  these  goals,  Croatia  is 
organizing  four  regional  and  21  county 
waste  management  centers  with 
treatment  plants  and  landfills. 
Remediation  of  176  landfills  is  also 
underway,  and  two  upcoming  tenders 
offer  possibilities  for  U.S.  firms.  The 
first,  the  Zagreb  Waste  Management 
Center,  will  include  an  incinerator, 
recycling  yard,  and  heat  and  electricity 
generating  plants  at  an  approximate  cost 
of  US$580  million.  The  incinerator  will 
be  constructed  next  to  the  central 
wastewater  treatment  plant,  and  the 
resultant  sewage  sludge,  together  with 
municipal  waste,  will  be  used  for  energy 
generation.  The  second,  a  hazardous 
waste  incinerator,  is  estimated  to  cost 
US$22  million. 

Wastewater  management  is  a  key 
concern  in  Croatia,  particularly  in 
coastal  municipalities.  While  water 
supply  coverage,  73  percent,  is  high 
compared  to  other  countries  in  the 
region,  coverage  for  sewage  is  only 
about  40  percent,  and  less  than  12 
percent  of  all  collected  wastewater  is 
being  treated.  Objectives  for  bringing 
Croatian  water  management  in  line  with 
EU  regulations  include  creating  a  Water 
Information  System;  extending  public 
water  supply  to  90  percent  of  the 
population;  providing  wastewater 
collection,  treatment  and  disposal 
systems  for  10.5  million  people;  and 
implementing  flood  control  and  multi¬ 
purpose  projects.  Other  opportunities 
include  three  large  wastewater  projects 
currently  underway:  The  US$250 
million  Coastal  Cities  Pollution  Control 
project,  sponsored  by  the  World  Bank; 
the  US$38  million  Karlovac  Wastewater 
Management  Project,  financed  by  the 
European  Bank  for  Reconstruction  and 
Development;  and  the  US$18  million 
Inland  Waters  Project,  financed  by  the 
World  Bank. 

The  Air  Protection  Act  (2005)  governs 
air  quality  management  in  line  with  the 
EU  Framework  Directive  96/62/EC  on 
ambient  air  quality  assessment  and 
management.  Although  Croatia  ratified 
the  Kyoto  Protocol  in  May  2007,  efforts 
are  still  needed  to  limit  the  growth  of 


greenhouse  gas  emissions  in  order  to 
meet  Croatia’s  Kyoto  target  for  the 
period  of  2008  through  2012.  Another 
priority  is  reduction  of  acid  and  other 
polluting  gaseous  emissions  from  major 
industrial  premises  such  as  refineries, 
petrochemical  plants,  cement  factories, 
and  large  combustion  plants. 

In  2007,  Croatia  adopted  important 
regulations  to  support  development  of 
renewable  energy  projects  required  to 
meet  the  goal  of  the  minimal  5.8  percent 
renewable  energy  share  in  the  total 
electric  energy  supply  by  2010.  The 
overall  size  of  the  renewable  electric 
energy  projects  is  about  330  megawatts 
of  new  capacity  in  the  next  three  years, 
estimated  to  cost  approximately  US$700 
million.  Numerous  private  sector 
investors  have  submitted  over  a 
hundred  projects  for  preliminary 
approval  to  the  Ministry  of  Economy,  90 
percent  of  which  are  for  wind  farms. 
Other  renewable  energy  best  prospects 
include  biomass  cogeneration  plants, 
solar  thermal  collectors,  and  bio-fuel 
plants. 

While  the  Croatian  environmental  and 
clean  energy  markets  are  relatively 
small  on  the  global  scale,  EU  accession 
has  strengthened  emphasis  on  these 
sectors,  pointing  to  opportunities  for 
U.S.  firms  that  are  able  to  offer 
specialized  equipment  and  services  in 
tbe  near  term  to  help  alleviate  Croatia’s 
existing  environmental  challenges  and 
thereby  position  themselves  for  long¬ 
term  market  access. 

Mission  Goals 

The  goals  of  the  Environmental  and 
Clean  Energy  Technologies  Trade 
Mission  to  Italy,  Croatia,  and  Greece  are 
threefold:  (1)  To  help  U.S.  firms  explore 
supplier  opportunities  under  various 
environmental  programs:  (2)  to  help 
U.S.  firms  initiate  or  expand  their 
exports  to  these  markets  by  providing 
business-to-business  introductions  and 
market  access  information;  and  (3)  to 
facilitate  an  effective  U.S.  presence  at 
EcoTec  in  Athens. 

Mission  Scenario 

The  mission  will  stop  in  Zagreb, 
proceed  to  Milan,  and  conclude  in 
Athens,  at  EcoTec  2009.  The  USFCS  in 
Athens  will  provide  entry  to  the  trade 
show,  manage  a  booth,  and  organize 
meetings  with  business  and  industry 
contacts  for  each  of  the  mission 
participants.  Activities  at  all  stops  will 
include  market  briefings:  pre-scbeduled 
appointments  with  potential  partners, 
distributors,  representatives,  and  end 
users;  networking  receptions:  and 
meetings  with  USFCS  environmental 
technology  specialists.  The  USFCS  in 
Athens  will  continue  to  maintain  a 


presence  at  EcoTec  Sunday,  April  5,  and 
will  assist  any  mission  members 
wishing  to  remain  to  take  advantage  of 
visitor  traffic  at  the  show,  expected  to  be 
highest  that  day.  This  assistance  is 
offered  to  the  delegation  at  no 
additional  cost. 

Proposed  Timetable 

Monday,  March  30 — Zagreb:  Briefing, 
one-on-one  appointments,  evening 
reception. 

Tuesday,  March  31 — Morning,  conclude 
appointments/Depart  for  Milan. 
Wednesday,  April  1 — Milan:  Briefing, 
appointments,  evening  reception. 
Thursday,  April  2 — Appointments,  site 
visits/Depart  for  Athens. 

Friday,  April  3 — Athens:  Briefing, 
appointments,  trade  show  opening, 
late  afternoon  reception. 

Saturday,  April  4 — Appointments,  show 
activities/Mission  concludes. 

Sunday,  April  5 — Bonus  day. 

Participation  Requirements 

All  parties  interested  in  participating 
in  the  Environmental  and  Clean  Energy 
Technologies  Trade  Mission  to  Italy, 
Croatia  and  Greece  must  complete  and 
submit  an  application  for  consideration 
by  the  Department  of  Commerce.  All 
applicants  will  be  evaluated  on  their 
ability  to  meet  certain  conditions  and 
best  satisfy  the  selection  criteria  as 
outlined  below.  The  mission  will  open 
on  a  first  come  first  served  basis  to 
minimum  of  seven  and  maximum  of  10 
qualified  U.S.  companies. 

Fees  and  Expenses 

After  a  company  has  been  selected  to 
participate  on  the  mission,  a  payment  to 
the  Department  of  Commerce  in  the 
form  of  a  participation  fee  is  required. 
The  fee  for  participation  in  the  entire 
mission  will  be  US$5,400  for  large  firms 
and  US$3,975  for  a  small  or  medium¬ 
sized  enterprise  (SME),  which  includes 
one  principal  representative.*  The  fee 
for  each  additional  firm  representative 
(large  firm  or  SME)  is  $450.  Expenses 
for  lodging,  some  meals,  incidentals, 
and  travel  (except  for  in-country 
arrangements  previously  noted)  will  be 
the  responsibility  of  each  mission 
participant.  While  priority  will  be  given 
to  firms  applying  to  take  part  in  all  three 
cities  on  the  mission  itinerary,  firms 


*  An  SME  is  defined  as  a  finn  with  500  or  fewer 
employees  or  that  otherwise  qualifies  as  a  small 
business  under  SBA  regulations  (see  http:// 
wwM'.sba.gov/services/contmcting  ^opportunities/ 
sizestandardstopics/index.html).  Parent  companies, 
affiliates,  and  subsidiaries  will  be  considered  when 
determining  busine.s.s  size.  The  dual  pricing 
schedule  reflects  the  Commercial  Service’s  user  fee 
schedule  that  became  effective  May  1,  2008  (for 
additional  information  see  http://www.export.gov/ 
newsletter/march2008/initiatives.html\. 
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may  opt  to  visit  only  one  or  two  markets 
on  the  itinerary  for  the  following  fees: 


Option 

SME 

Large 

company 

One  stop . 

US$2,000 

US$3,000 

Two  stops  . 

US$3,000 

US$4,000 

Conditions  for  Participation 

An  applicant  must  submit  a 
completed  and  signed  mission 
application  and  supplemental  . 
application  materials,  including 
adequate  information  on  the  company's 
products  and/or  services,  primary 
market  objectives,  and  goals  for 
participation. 

•  Each  applicant  must  also  certify 
that  the  products  and  services  it  seeks 
to  export  through  the  mission  are  either 
produced  in  the  United  States,  or,  if  not, 
marketed  under  the  name  of  a  U.S.  firm 
and  have  at  least  fifty-one  percent  U.S. 
content. 

Selection  Criteria  for  Participation 

Selection  will  be  based  on  the 
following  criteria: 

•  Suitability  of  the  company’s 
products  or  services  to  the  three  target 
markets  and  sectors 

•  Applicant’s  potential  for  business 
in  the  target  markets,  including 
likelihood  of  exports  resulting  from  the 
mission 

•  Consistency  of  the  applicant’s  goals 
and  objectives  with  the  stated  scope  of 
the  mission 

•  Applicant’s  stated  intent  to 
participate  in  all  three  markets  on  the 
mission  itinerary 

Referrals  from  political  organizations 
and  any  documents  containing 
references  to  partisan  political  activities 
(including  political  contributions)  will 
be  removed  from  an  applicant’s 
submission  and  not  considered  during 
the  selection  process. 

Timeframe  for  Recruitment  and 
Applications 

Recruitment  for  this  trade  mission 
will  be  conducted  in  an  open  and  public 
manner,  including  publication  in  the 
Federal  Register,  posting  on  the 
Commerce  Department  trade  mission 
calendar  (/i  ftp :! I www.i ta .  doc.gov/ 
doctm/tmcal.html)  and  other  Internet 
Web  sites,  press  releases  to  general  and 
trade  media,  e-mail  blasts,  notices  by 
industry  trade  associations  and  other 
multiplier  groups,  and  publicity  at 
industry  meetings,  symposia, 
conferences,  and  trade  shows. 
Recruitment  for  the  mission  will  begin 
immediately  and  conclude  no  later  than 
February  12,  2009.  Applications 
received  after  that  date  will  be 


considered  only  if  space  and  scheduling 
constraints  permit. 

Contacts  in  the  United  States 
Bill  Cline,  Director,  U.S.  Commercial 
Service,  Reno,  Team  Leader,  Global 
Environmental  Team,  U.S. 

Department  of  Commerce,  Tel: 
775.784.5203/Fax;  775.784.5343,  e- 
mail: 

envirotechmission@mail.doc.gov. 
Jessica  Arnold,  Global  Environmental 
Team  Project  Officer,  U.S.  Department 
of  Commerce,  Washington,  DC  20004, 
Tel:  (202)  482-2026/ Fax:  (202)  482- 
9000,  e-mail: 

envirotechmission@mail.doc.gov. 
Contacts  in  Europe 

Milan,  Italy:  Nicoletta  Postiglione, 
American  Consulate  General,  Tel: 
011-39-02-626-8851,  Fax:  011-39- 
02-659-6561,  e-mail: 
envirotechmission@mail.doc.gov. 
Zagreb,  Croatia:  Pamela  Ward,  American 
Embassy /Zagreb,  767:011-385-1- 
661-2224,  Fax: 011-385-1-661-2446, 
e-mail: 

envirotechmission@mail.doc.gov. 
Athens,  Greece:  William  Kutson,  U.S. 
Embassy/ Athens,  Tel:  30/210/720— 
2303/720-2302,  Fax:  30/210/721- 
8660,  e-mail: 

envirotechmission@mail.doc.gov. 
Jessica  Arnold, 

International  Trade  Specialist,  U.S. 
Commercial  Service,  U.S.  Department  of 
Commerce. 

[FR  Doc.  E8-27348  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3S10-D&-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

Proposed  Information  Collection; 
Comment  Request;  Application  Form 
for  Membership  on  a  National  Marine 
Sanctuary  Advisory  Council 

agency:  National  Oceanic  and 
Atmospheric  Administration  (NOAA). 
action:  Notice. 

SUMMARY:  The  Department  of 
Commerce,  as  part  of  its  continuing 
effort  to  reduce  paperwork  and 
respondent  burden,  invites  the  general 
public  and  other  Federal  agencies  to 
take  this  opportunity  to  comment  on 
proposed  and/or  continuing  information 
collections,  as  required  by  the 
Paperwork  Reduction  Act  of  1995. 
DATES:  Written  comments  must  be 
submitted  on  or  before  January  20,  2009. 
ADDRESSES:  Direct  all  written  comments 
to  Diana  Hynek,  Departmental 


Paperwork  Clearance  Officer, 
Department  of  Commerce,  Room  6625, 
14th  and  Constitution  Avenue,  NW., 
Washington,  DC  20230  (or  via  the 
Internet  at  dHynek@doc.gov). 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  information  collection 
instrument  and  instructions  should  be 
directed  to  Karen  M.  Brubeck,  206-842- 
6084  or  karen.brubeck@noaa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Abstract 

Section  315  of  the  National  Marine 
Sanctuaries  Act  (16  U.S.C.  1445a) 
allows  the  Secretary  of  Commerce  to 
establish  one  or  more  advisory  councils 
to  provide  advice  to  the  Secretary 
regarding  the  designation  and 
management  of  national  marine 
sanctuaries.  The  councils  are 
individually  chartered  for  each  ' 

sanctuary  to  meet  the  needs  of  the 
sanctuary.  Once  a  council  has  been 
chartered,  the  sanctuary  manager  starts 
a  process  to  recruit  members  for  that 
Council  by  providing  notice  to  the 
public  and  requesting  interested  parties 
to  apply  for  the  available  seats. 

II.  Method  of  Collection 

An  application  form  and  guidelines 
for  a  narrative  submission  must  be 
submitted  to  the  sanctuary  manager. 
Submissions  may  be  made 
electronically. 

III.  Data 

OMB  Control  Number:  0648-0397. 

Form  Number:  None. 

Type  of  Review:  Regular  submission. 

Affected  Public:  Individuals  or 
housebolds;  business  or  other  for-profit 
organizations:  not-for-profit  institutions. 

Estimated  Number  of  Respondents: 
500. 

Estimated  Time  per  Response:  1  hour. 

Estimated  Total  Annual  Burden 
Hours:  500  hours. 

Estimated  Total  Annual  Cost  to 
Public:  $0. 

IV.  Request  for  Comments 

Comments  are  invited  on:  (a)  Whether 

the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility:  (b)  the  accuracy  of  the 
agency’s  estimate  of  the  burden 
(including  hours  and  cost)  of  the 
proposed  collection  of  information:  (c) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected:  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  through  the 
use  of  automated  collection  techniques 
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or  other  forms  of  information 
technology. 

Comments  submitted  in  response  to 
this  notice  will  be  summarized  and/or 
included  in  the  request  for  OMB 
approval  of  this  information  collection; 
they  also  will  become  a  matter  of  public 
record. 

Dated:  August  7,  2008. 

Gwellnar  Banks, 

Management  Analyst,  Office  of  the  Chief 
Information  Officer. 

[FR  Doc.  E8-27297  Filed  11-17-08;  8:45  am) 
BILLING  CODE  3510-NK-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

Notice  of  Intent 

agency:  National  Estuarine  Research 
Reserve  System,  Office  of  Ocean  and 
Coastal  Resource  Management  (OCRM), 
National  Ocean  Service  (NOS),  National 
Oceanic  and  Atmospheric 
Administration  (NOAA),  U.S. 
Department  of  Commerce. 

ACTION:  Notice  of  intent  to  prepare  a 
draft  environmental  impact  statement 
on  the  proposed  St.  Louis  River 
National  Estuarine  Research  Reserve 
(reserve)  in  Superior,  Wisconsin.  Notice 
of  a  public  scoping  meeting  in  Superior, 
Wisconsin,  to  solicit  comments  on 
significant  issues  related  to  the 
preparation  of  a  Draft  Environmental 
Impact  Statement/Draft  Management 
Plan  (DEIS/DMP)  for  the  proposed 
reserve.  The  DEIS/DMP  will  address  the 
research,  education,  and  stewardship 
needs  of  the  proposed  reserve. 

DATES:  Monday,  December  1,  2008  at  7 
p.m. 

ADDRESSES:  University  of  Wisconsin — 
Superior  Multicultural  Center,  Old 
Main — Rm  232,  Superior,  WI  54880. 
SUMMARY:  In  accordance  with  section 
315  of  the  Coastal  Zone  Management 
Act  of  1972,  as  amended,  the  State  of 
Wisconsin  and  the  National  Oceanic 
and  Atmospheric  Administration  intend 
to  conduct  a  public  scoping  meeting  on 
December  1,  2008,  in  Superior, 
Wisconsin,  as  part  of  NOAA’s  Draft 
Environmental  Impact  Statement/Draft 
Management  Plan  (DEIS/DMP)  process 
to  solicit  comments  for  the  preparation 
of  a  DEIS/DMP. 

SUPPLEMENTARY  INFORMATION:  The 

decision  to  be  made  by  NOAA  is 
whether  or  not  to  designate  the 
proposed  St.  Louis  River  National 
Estuarine  Research  Reserve.  University 
of  Wisconsin-Extension  (UW-EX), 
Wisconsin  Department  of 


Administration  (WI  DOA),  and  NOAA 
are  working  to  determine  what  the 
boundaries  of  the  reserve  will  be,  how 
the  reserve  will  be  managed',  and  the 
policies  of  the  proposed  reserve.  These 
decisions  will  be  made  through  an 
analysis  process  and  spelled  out  in  the 
reserve  management  plan. 

The  St.  Louis  River  freshwater  estuary 
constitutes  a  relatively  intact  and 
wetland  rich  area,  and  is  an  excellent 
representative  area  in  the  Great  Lakes 
biogeographic  region  with  a  diversity  of 
coastal  habitat  types.  The  unique 
physical  and  hydrological  features  of 
the  proposed  site  is  expected  to  attract 
a  broad  range  of  research  interests  from 
multiple  scientific  disciplines. 

Beginning  in  2004,  the  WI  DOA  and 
UW-EX  organized  a  number  of  partners 
and  stakeholders  to  explore  the 
feasibility  of  a  reserve  on  the  Lake 
Superior  coast.  In  2006,  the  State  of 
Wisconsin  undertook  a  site  selection 
process  to  determine  appropriate  areas 
of  Wisconsin’s  Lake  Superior  coast  that 
might  be  nominated  for  inclusion  in  the 
Reserve  System.  This  process  and  a 
parallel  public  participation  process 
generated  advice  from  public  and 
private  experts  in  estuarine  science  and 
input  from  the  public. 

On  June  1,  2008,  the  Governor  of  the 
State  of  Wisconsin  nominated  the  St. 
Louis  River  Freshwater  Estuary  for 
consideration  as  a  Lake  Superior 
Reserve.  In  October  of  2008,  NOAA 
approved  the  site  nomination  document 
for  the  proposed  Lake  Superior  reserve 
and  began  working  with  UW-EX  and  WI 
DOA  to  develop  a  management  plan  and 
environmental  impact  statement  for  the 
proposed  reserve. 

The  St.  Louis  River  reserve  is 
proposed  to  be  administered  by  the 
UW-EX  in  cooperation  with  partner 
landholders  including  the  Wisconsin 
Department  of  Natural  Resources  and 
the  City  of  Superior.  WI  DOA  and  UW- 
EX  are  jointly  developing  an  outline  of 
a  preliminary  draft  management  plan. 
The  outline  is  intended  to  identify 
specific  needs  and  priorities  related  to 
research,  education  and  stewardship.  At 
the  public  meeting,  WI  DOA,  UW-EX, 
and  NOAA  will  provide  a  synopsis  of 
the  process  for  developing  a  DEIS/DMP 
and  will  solicit  comments  on  significant 
environmental  issues  that  will  be 
incorporated  into  a  DEIS. 

Interested  parties  who  wish  to  submit 
suggestions  or  comments  regarding  the 
scope  or  content  of  the  proposed  DEIS/ 
DMP  are  invited  to  attend  the  above 
meeting. 

FOR  FURTHER  INFORMATION  CONTACT: 

Travis  Olsen,  Wisconsin  Department  of 
Administration  at  (608)  266—3687  or 


travis.olson@wisconsin.gov  or  Laurie 
McGilvray,  Chief,  Estuarine  Reserves 
Division,  Office  of  Ocean  and  Coastal 
Resource  Management,  National  Ocean 
Service,  NOAA,  1305  East-West 
Highway,  Silver  Spring,  Maryland 
20910,  (301)  713-3155  ext  158  or 
Laurie.McGilvray@noaa.gov. 

Federal  Domestic  Assistance  Catalog 
Number  11.420,  (Coastal  Zone  Management) 
Research  Reserves. 

Dated:  November  11,  2008. 

David  M.  Kennedy, 

Office  of  Ocean  and  Coastal  Resource 
Management. 

[FR  Doc.  E8-27273  Filed  11-17-08;  8:45  am) 
BILLING  CODE  3S10-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

Evaluation  of  State  Coastal 
Management  Programs  and  National 
Estuarine  Research  Reserves 

AGENCY:  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Office  of  Ocean  and  Coastal  Resource 
Management,  National  Ocean  Service, 
Commerce. 

ACTION:  Notice  of  intent  to  evaluate  and 
notice  of  availability  of  final  findings. 

SUMMARY:  The  NOAA  Office  of  Ocean 
and  Coastal  Resource  Management 
(OCRM)  announces  its  intent  to  evaluate 
the  performance  of  the  Hudson  River 
(New  York)  National  Estuarine  Research 
Reserve  and  the  California  Coastal 
Commission  Coastal  Management 
Program. 

The  Coastal  Zone  Management 
Program  evaluation  will  be  conducted 
pursuant  to  section  312  of  the  Coastal 
Zone  Management  Act  of  1972,  as 
amended  (CZMA)  and  regulations  at  15 
CFR  part  923,  Subpart  L.  The  National 
Estuarine  Research  Reserve  evaluation 
will  be  conducted  pursuant  to  sections 
312  and  315  of  the  CZMA  and 
regulations  at  15  CFR  Part  921,  Subpart 
E  and  Part  923,  Subpart  L.  The  CZMA 
requires  continuing  review  of  the 
performance  of  states  with  respect  to 
coastal  program  implementation. 
Evaluation  of  Coastal  Management 
Programs  and  National  Estuarine 
Research  Reserves  requires  findings 
concerning  the  extent  to  which  a  state 
has  met  the  national  objectives,  adhered 
to  its  Coastal  Management  Program 
document  or  Reserve  final  management 
plan  approved  by  the  Secretary  of 
Commerce,  and  adhered  to  the  terms  of 
financial  assistance  awards  funded 
under  the  CZMA. 
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Each  evaluation  will  include  a  site 
visit,  consideration  of  public  comments, 
and  consultations  with  interested 
Federal,  state,  and  local  agencies  and 
members  of  the  public.  A  public 
meeting  will  be  held  as  part  of  the  site 
visit.  Notice  is  hereby  given  of  the  dates 
of  the  site  visits  for  the  listed 
evaluations,  and  the  dates,  local  times, 
and  locations  of  the  public  meetings 
during  the  site  visits. 

DATES  AND  TIMES:  The  Hudson  River 
(New  York)  National  Estuarine  Research 
Reserve  evaluation  site  visit  will  be  held 
December  1—4,  2008.  One  public 
meeting  will  be  held  during  the  week. 
The  public  meeting  will  be  held  on 
Tuesday,  December  2,  2008,  at  7  p.m.  at 
the  Hudson  River  National  Estuarine 
Research  Reserve,  Norrie  Point 
Environmental  Center,  256  Norrie  Point 
Way,  Staatsburg,  New  York. 

The  California  Coastal  Commission 
evaluation  site  visit  will  be  held 
December  8-12,  2008.  Two  public 
meetings  will  be  held  during  the  week. 
The  first  public  meeting  will  be  held  on 
Monday,  December  8,  2008,  at  7  p.m.  at 
the  Ventura  County  Board  of 
Supervisors  Chambers,  800  South 
Victoria  Avenue,  Ventura,  California. 
The  second  public  meeting  will  be  held 
on  Friday,  December  12,  2008,  at  9  a.m. 
at  San  Francisco  City  Hall,  Legislative 
Chamber  Room  250, 1  Dr.  Carlton  B. 
Goodlett  Place,  San  Francisco, 

California. 

ADDRESSES:  Copies  of  states’  most  recent 
performance  reports,  as  well  as  OCRM’s 
evaluation  notification  and 
supplemental  information  request 
letters  to  the  states,  are  available  upon 
request  from  OCRM.  Written  comments 
from  interested  parties  regarding  these 
Programs  are  encouraged  and  will  be 
accepted  until  15  days  after  the  last 
public  meeting  held  for  a  Program. 
Please  direct  written  comments  to  Kate 
Barba,  Chief,  National  Policy  and 
Evaluation  Division,  Office  of  Ocean 
and  Coastal  Resource  Management, 
NOS/NO AA,  1305  East-West  Highway, 
10th  Floor,  N/ORM7,  Silver  Spring, 
Maryland  20910.  When  the  evaluation  is 
completed,  OCRM  will  place  a  notice  in 
the  Federal  Register  announcing  the 
availability  of  the  Final  Evaluation 
Findings. 

SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  of  the  availability  of  the 
final  evaluation  findings  for  the  Florida, 
Alaska,  and  Alabama  Coastal 
Management  Programs  (CMP)  and  the 
San  Francisco  Bay  (CA)  National 
Estuarine  Research  Reserve  (NERR). 
Sections  312  and  315  of  the  Coastal 
Zone  Management  Act  of  1972  (CZMA), 
as  amended,  require  a  continuing 


review  of  the  performance  of  coastal 
states  with  respect  to  approval  of  CMPs 
and  the  operation  and  management  of 
NERRs. 

The  states  of  Florida,  Alaska,  and 
Alabama  were  found  to  be 
implementing  and  enforcing  their 
federally  approved  coastal  management 
programs,  addressing  the' national 
coastal  management  objectives 
identified  in  CZMA  Section  303(2)(A)- 
(K),  and  adhering  to  the  programmatic 
terms  of  their  financial  assistance 
awards.  The  San  Francisco  Bay  NERR 
was  found  to  be  adhering  to 
programmatic  requirements  of  the  NERR 
System. 

Copies  of  these  final  evaluation 
findings  may  be  obtained  upon  written 
request  from:  Kate  Barba,  Chief, 

National  Policy  and  Evaluation 
Division,  Office  of  Ocean  and  Coastal 
Resource  Management,  NOS/NOAA, 
1305  East-West  Highway,  10th  Floor,  N/ 
ORM7,  Silver  Spring,  Maryland  20910, 
or  Kate.Barba@noaa.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  Kate 
Barba,  Chief,  National  Policy  and 
Evaluation  Division,  Office  of  Ocean 
and  Coastal  Resource  Management, 
NOS/NOAA,  1305  East-West  Highway, 
10th  Floor,  N/ORM7,  Silver  Spring, 
Maryland  20910,  (301)  563-1182. 

Federal  Domestic  Assistance  Catalog 
11.419  Coastal  Zone  Management  Program 
Administration. 

Dated:  November  4,  2008. 

Christopher  C.  Cartwright, 

CFO/CAO,  NOAA ’s  National  Ocean  Service. 
[FR  Doc.  E8-27256  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  3510-23-9 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XL79 

Marine  Mammals;  File  No.  87-1851 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice:  receipt  of  application  for 
amendment. 

SUMMARY:  Notice  is  hereby  given  that  Dr. 
Daniel  P.  Costa,  Department  of  Biology 
and  Institute  of  Marine  Sciences, 
University  of  California  Santa  Cruz, 
Santa  Cruz,  CA,  has  applied  for  an  < 
amendment  to  Scientific  Research 
Permit  No.  87-1851-00. 

DATES:  Written,  telefaxed,  or  e-mail 
comments  must  be  received  on  or  before 
December  18,  2008. 


ADDRESSES:  The  application  and  related 
documents  are  available  upon  written 
request  or  by  appointment  in  the 
following  office(s): 

Permits,  Conservation  and  Education 
Division,  Office  of  Protected  Resources, 
NMFS,  1315  East-West  Highway,  Room 
13705,  Silver  Spring,  MD  20910;  phone 
(301)713-2289;  fax  (301)427-2521;  and 

Southwest  Region,  NMFS,  501  West 
Ocean  Blvd.,  Suite  4200,  Long  Beach, 

CA  90802-4213;  phone  (562)980-4001; 
fax  (562)980-4018. 

Written  comments  or  requests  for  a 
public  hearing  on  this  request  should  be 
submitted  to  the  Chief,  Permits, 
Conservation  and  Education  Division, 
F/PRl,  Office  of  Protected  Resources, 
NMFS,  1315  East-West  Highway,  Room 
13705,  Silver  Spring,  MD  20910.  Those 
individuals  requesting  a  hearing  should 
set  forth  the  specific  reasons  why  a 
hearing  on  this  particular  amendment 
request  would  be  appropriate. 

Comments  may  also  be  submitted  by 
facsimile  at  (301)427-2521,  provided 
the  facsimile  is  confirmed  by  hard  copy 
submitted  by  mail  and  postmar  ked  no 
later  than  the  closing  date  of  the  • 
comment  period. 

Comments  may  also  be  submitted  by 
e-mail.  The  mailbox  address  for 
providing  e-mail  comments  is 
NMFS.Prl Comments@noaa.gov.  Include 
in  the  subject  line  of  the  e-mail 
comment  the  following  document 
identifier:  File  No.  87-1851. 

FOR  FURTHER  INFORMATION  CONTACT: 

Amy  Sloan  or  Tammy  Adams, 
(301)713-2289. 

SUPPLEMENTARY  INFORMATION:  The 

subject  amendment  is  requested  under 
the  authority  of  the  Marine  Mammal 
Protection  Act  of  1972,  as  amended  (16 
U.S.C.  1361  et  seq.),  and  the  regulations 
governing  the  taking  and  importing  of 
marine  mammals  (50  CFR  part  216). 

Permit  No.  87-1851-00,  issued  on 
January  29,  2007  (72  FR  5680), 
authorizes  tagging  studies  and 
physiological  research  on  seals  in 
Antarctica,  including  crabeater  seals 
[Lobodon  carcinophagus),  southern 
elephant  seals  [Mirounga  leonina), 
leopard  seals  [Hydrurga  leptonyx], 
Weddell  seals  [Leptonycbotes 
weddellii),  and  Ross  seals 
[Ommatophoca  rossii).  The  permit  also 
authorizes  research  on  California  sea 
lions  (Zalophus  californianus)  to 
investigate  foraging,  diving,  energetics, 
food  habits,  and  at-sea  distribution 
along  the  California  coast.  Incidental 
harassment  of  California  sea  lions, 
harbor  seals  [Phoca  vitulina),  northern 
elephant  seals  (Mirounga  augustirostris), 
and  northern  fur  seals  (Callorhinus 
ursinus)  is  authorized.  The  permit 
expires  on  January  31,  2012. 
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The  permit  holder  is  requesting  the 
permit  be  amended  to  expand  the 
geographic  area  where  research  is 
conducted  in  Antarctica  to  include  the 
Weddell  Sea.  No  other  changes  are 
requested.  The  permit  holder  requests 
the  changes  proposed  in  the  amendment 
be  for  the  duration  of  the  permit. 

In  compliance  with  the  National 
Environmental  Policy  Act  of  1969  (42 
U.S.C.  4321  et  seq.),  an  initial 
determination  has  been  made  that  the 
activity  proposed  is  categorically 
excluded  from  the  requirement  to 
prepare  an  environrnental  assessment  or 
environmental  impact  statement. 

Concurrent  with  the  publication  of 
this  notice  in  the  Federal  Register, 
NMFS  is  forwarding  copies’of  this 
application  to  the  Marine  Mammal 
Commission  and  its  Committee  of 
Scientific  Advisors. 

Dated;  November  13,  2008. 

P.  Michael  Payne. 

Chief,  Permits,  Conser\'ation  and  Education 
Division,  Office  of  Protected  Resources, 
National  Marine  Fisheries  Service. 

[FR  Doc.  E8-27336  Filed  11-17-08;  8;45  am] 
BILLING  CODE  3510-22-8 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN:  0648-XL73 

Caribbean  Fishery  Management 
Council;  Public  Meetings 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meetings. 

SUMMARY:  The  Caribbean  Fishery 
Management  Council  (Council)  and  its 
Administrative  Committee  will  hold 
meetings. 

DATES:  The  meetings  will  be  held  on 
December  9-10,  2008.  The  Council  will 
convene  on  Tuesday,  December  9,  2008, 
from  9  a.m.  to  5  p.m.,  and  the 
Administrative  Committee  will  meet 
from  5:15  p.m.  to  6  p.m.,  on  that  same 
day.  The  Council  will  reconvene  on 
Wednesday,  December  10,  2008,  from  9 
a.m.  to  5  p.m.,  approximately. 
ADDRESSES:  The  meetings  will  be  held  at 
the  Marriott  Frenchman’s  Reef  & 
Morning  Star  Hotel,  5  Estate  Bakkeroe, 
St.  Thomas,  U.S.V.I. 

FOR  FURTHER  INFORMATION  CONTACT: 
Caribbean  Fishery  Management  Council, 
268  Munoz  Rivera  Avenue,  Suite  1108, 
San  Juan,  Puerto  Rico  00918-1920; 
telephone:  (787)  766-5926. 


SUPPLEMENTARY  INFORMATION:  The 

Council  will  hold  its  129th  regular 
Council  meeting  to  discuss  the  items 
contained  in  the  following  agenda: 

December  9,  2008,  9  a.m.  to  5  p.m. 

Call  to  Order 
Adoption  of  Agenda 
Consideration  of  the  128th  Council 
Meeting  Verbatim  Transcription 
Executive  Director’s  Report 
Bajo  de  Sico  Scoping  Meeting  Results 
Queen  Conch  Manual  -  Final  Report 
Nassau  Grouper  Initiative  Report 
-Nassau  Grouper  Workshop  Report 
-WECAFC 

-Aquaculture  Project  in  Colombia 
Scientific  and  Statistical  Committee 
(SSC)  National  Workshop 
ACLs  National  Guidelines  Update 

December  9,  2008,  5:15  p.m.  to  6  p.m. 

Administrative  Committee  Meeting 
-Advisory  Panel  (AP)/SSC/Habitat  AP 
Membership 
-Budget  2008/09 
-SOPPs  Amendment(s) 

-Other  Business 

December  10,  2008,  9  a.m.  to  5  p.m. 

PARFISH  Update 
Lion  Fish  Update 
Enforcement  Reports 
-Puerto  Rico  -  DNER 
-U.S.  Virgin  Islands  -  DPNR 
-NOAA/NMFS 
-U.S.  Coast  Guard 
Administrative  Committee 
Recommendations 
Meetings  Attended  by  Council 
Members  and  Staff 
PUBLIC  COMMENT  PERIOD  (5- 
minute  presentations) 

Other  Business 
Next  Council  Meeting 
The  meetings  are  open  to  the  public, 
and  will  be  conducted  in  English. 
Fishers  and  other  interested  persons  are 
invited  to  attend  and  participate  with 
oral  or  written  statements  regarding 
agenda  issues. 

Although  non-emergency  issues  not 
contained  in  this  agenda  may  come 
before  this  group  for  discussion,  those 
issues  may  not  be  subjects  for  formal 
action  during  these  meetings.  Actions 
will  be  restricted  to  those  issues 
specifically  identified  in  this  notice,  and 
any  issues  arising  after  publication  of 
this  notice  that  require  emergency 
action  under  section  305(c)  of  the 
Magnuson-Stevens  Fishery 
Conservation  and  Management  Act, 
provided  that  the  public  has  been 
notified  of  the  Council’s  intent  to  take 
final  action  to  address  the  emergency. 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 


For  more  information  or  request  for  sign 
language  interpretation  and/or  other 
auxiliary  aids,  please  contact  Mr. 

Miguel  A.  Rolon,  Executive  Director, 
Caribbean  Fishery  Management  Council, 
268  Munoz  Rivera  Avenue,  Suite  1108, 
San  Juan,  Puerto  Rico  00918-1920; 
telephone:  (787)  766-5926,  at  least  5 
days  prior  to  the  meeting  date. 

Dated:  November  13,  2008. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
(FR  Doc.  E8-27333  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3S10-22-S 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  064a-XL71 

North  Pacific  Fishery  Management 
Councii;  Pubiic  Meetings 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

action:  Notice  of  public  meetings. 

SUMMARY:  The  North  Pacific  Fishery 
Management  Council  (Council)  and  its 
advisory  committees  will  hold  public 
meetings,  December  10-16,  2008,  in 
Anchorage,  AK. 

OATES:  The  Council  will  begin  its 
plenary  session  at  8  a.m.  on  Wednesday, 
December  10  continuing  through 
Tuesday,  December  16,  2008.  The 
Council’s  Advisory  Panel  (AP)  will 
begin  at  8  a.m.,  Monday,  December  8 
and  continue  through  Friday  December 
12.  The  Scientific  and  Statistical 
Committee  (SSC)  will  begin  at  8  a.m.  on 
Monday,  December  8  and  continue 
through  Wednesday,  December  10, 

2008.  The  Ecosystem  Committee  will 
meet  Tuesday,  December  9,  from  9  a.m. 
to  12  p.m.  The  Enforcement  Committee 
will  meet  Tuesday,  December  9,  from  1 
p.m.  to  5  p.m.  in  the.  All  meetings  are 
open  to  the  public,  except  executive 
sessions. 

ADDRESSES:  The  meetings  will  be  held  at 
the  Hilton  Hotel,  500  West  3rd  Avenue, 
Anchorage,  AK. 

Council  address:  North  Pacific 
Fishery  Management  Council,  605  W. 
4th  Avenue,  Suite  306,  Anchorage,  AK 
99501-2252. 

FOR  FURTHER  INFORMATION  CONTACT: 

David  Witherell,  Council  staff, 
telephone:  (907)  271-2809. 
SUPPLEMENTARY  INFORMATION:  Council 
Plenary  Session:  The  agenda  for  the 
Council’s  plenary  session  will  include 
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the  following  issues.  The  Council  may 
take  appropriate  action  on  any  of  the 
issues  identified. 

1.  Reports 

Executive  Director’s  Report 

NMFS  Management  Report  (including 
Draft  plan  for  Essential  Fish  Habitat 
(EFH)  5-year  review) 

Alaska  Department  of  Fish  &  Game 
Report  (includes  report  on  Board  of 
Fisheries  proposals) 

U.S.  Coast  Guard  Report 

U.S.  Fish  &  Wildlife  Service  Report 

Protected  Species  Report 

2.  Report  on  the  Marine  Protected  area 
nomination  process. 

3.  Gulf  of  Alaska  (GOA)  Groundfish 
Management:  Initial  review  of  GOA 
fixed  gear  License  Limitation  Program 
(LLP)  recency;  Initial  review  of  GOA 
pacific  cod  sector  split. 

4.  Groundfish  Catch  Specifications: 
Receive  Plan  Team  reports;  Approve 
final  BSAI  groundfish  specifications  and 
Stock  Assessment  Fishery  Evaluation 
(SAFE)  reports;  Approve  final  GOA 
groundfish  specifications  and  SAFE 
reports;  review  and  discussion  papers 
on  Pacific  cod  area  split  (BS  and  AI). 

5.  BSAI  Crab  Issues:  Receive  BSAI 
Crab  Program  3-year  review  report; 
receive  Crab  Committee  report/crew 
proposals;  review  of  BSAI  90/10 
Amendment  alternatives  and  analysis 
outline;  receive  report  on  Crab 
Economic  Data  report  metadata. 

6.  Obsei-ver  Program:  Review 
discussion  paper  on  program 
restructuring;  review  NMFS  letter  on 
Level  2  obseh^er  issues. 

7.  Aleutian  Islands  Sideboards: 
discussion  paper  on  sideboards  for  AI 
cod  processing;  discussion  paper  on 
sideboards  for  AI  Pacific  ocean  perch/ 
Atka  mackerel  processing. 

8.  Miscellaneous  Groundfish 
Management:  Committee  report  on 
comprehensive  data  collection  (T); 
discussion  paper  on  GOA  Rockfish 
program;  discussion  paper  on  BSAI 
Chum  Salmon  Bycatch  alternatives 
(Council  only);  Discussion  paper  on 
GOA  salmon  and  crab  bycatch. 

9.  Arctic  Fishery  Management  Plan 
(FMP):  Progress  report  to  SSC  on  Arctic 
FMP;  Council  action  if  necessary. 

10.  Staff  Tasking:  Review  Committees 
and  tasking;  receive  report  on  Alaska 
Native/Community  Outreach. 

11.  Other  Business 

The  SSC  agenda  will  include  the 
following  issues: 

1.  Groundfish  specifications 

2.  Committee  reports  on  data 
collection 

3.  Arctic  FMP 

The  Axlvisory  Panel  will  address  most 
of  the  same  agenda  issues  as  the 
Council,  except  for  #1  reports.  The 


Agenda  is  subject  to  change,  and  the 
latest  version  will  be  posted  at  http:// 
www.fakr.noaa.gov/npfmc/ . 

Special  Accommodations 

These  meetings  are  physically 
accessible  to  people  with  disabilities. 
Requests  for  sign  language 
interpretation  or  other  auxiliary  aids 
should  be  directed  to  Gail  Bendixen  at 
907-271-2809  at  least  7  working  days 
prior  to  the  meeting  date. 

Dated:  November  13,  2008. 

Tracey  L.  Thompson, 

Acting  Director,  Office  of  Sustainable 
Fisheries,  National  Marine  Fisheries  Service. 
[FR  Doc.  E8-27331  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3S10-22-S 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Determination  Under  the  Textile  and 
Apparel  Commercial  Availability 
Provision  of  the  Dominican  Republic- 
Central  America-United  States  Free 
Trade  Agreement  (CAFTA-DR 
Agreement) 

November  12,  2008. 

AGENCY:  The  Committee  for  the 
Implementation  of  Textile  Agreements. 
ACTION:  Determination  to  add  a  product 
in  unrestricted  quantities  to  Annex  3.25 
of  the  CAFTA-DR  Agreement. 


EFFECTIVE  DATE:  November  18,  2008. 
SUMMARY:  The  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA)  has  determined  that  certain 
100%  polyester  mini  stripe  fabric,  as 
specified  below,  is  not  available  in 
commercial  quantities  in  a  timely 
manner  in  the  CAFTA-DR  countries. 

The  product  will  be  added  to  the  list  in 
Annex  3.25  of  the  CAFTA-DR 
Agreement  in  unrestricted  quantities.' 
FOR  FURTHER  INFORMATION  CONTACT: 
Maria  Dybczak,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-3651. 

FOR  FURTHER  INFORMATION  ONLINE:  http:// 
web.ita.doc.gov/  tacgi/ 
CaftaReqTrack.nsf. Reference  number: 
92.2008.10.09.Fabric.SharrettsPaley 
forFishman&Tobin. 

SUPPLEMENTARYINFORMATION: 

Authority:  Section  203(o)(4)  of  the 
Dominican  Republic-Central  America-United 
States  Free  Trade  Agreement  Implementation 
Act  (CAFTA-DR  Act);  the  Statement  of 
Administrative  Action  (SAA),  accompanying 
the  CAFTA-DR  Act;  Presidential 
Proclamations  7987  (February  28,  2006)  and 
7996  (March  31,  2006). 


BACKGROUND: 

The  CAFTA-DR  Agreement  provides  a 
list  in  Annex  3.25  for  fabrics,  yarns,  and 
fibers  that  the  Parties  to  the  CAFTA-DR 
Agreement  have  determined  are  not 
available  in  commercial  quantities  in  a 
timely  manner  in  the  territory  of  any 
Party.  The  CAFTA-DR  Agreement 
provides  that  this  list  may  be  modified 
pursuant  to  Article  3.25(4)-(5),  when  the 
President  of  the  United  States 
determines  that  a  fabric,  yarn,  or  fiber  is 
not  available  in  commercial  quantities 
in  a  timely  manner  in  the  territory  of 
any  Party.  See  Annex  3.25,  Note;  See 
also  section  203(o)(4)(C)  of  the  CAFTA- 
DR  Act. 

The  CAFTA-DR  Act  requires  the 
President  to  establish  procedures 
governing  the  submission  of  a  request 
and  providing  opportunity  for  interested 
entities  to  submit  comments  and 
supporting  evidence  before  a 
commercial  availability  determination  is 
made.  In  Presidential  Proclamations 
7987  and  7996,  the  President  delegated 
to  CITA  the  authority  under  section 
203(o)(4)  of  CAFTA-DR  Act  for 
modifying  the  Annex  3.25  list.  On 
September  15,  2008,  CITA  published 
modified  procedures  it  would  follow  in 
considering  requests  to  modify  the 
Annex  3.25  list  (73  FR  53200) 
(“procedures”). 

On  October  9,  2008,  the  Chairman  of 
CITA  received  a  request  for  a 
commercial  availability  determination 
(“Reque.st”)  under  the  CAFTA-DR  firom 
Sharretts,  Paley,  Carter  &  Blauvelt,  P.C., 
on  behalf  of  Fishman  &  Tobin,  for 
certain  100%  polyester  mini  stripe 
fabrics.  On  October  10,  2008,  in 
accordance  with  CITA’s  procedures, 
CITA  notified  interested  parties  of  the 
Request  and  posted  the  Request  on  the 
dedicated  website  for  CAFTA-DR 
Commercial  Availability  proceedings.  In 
its  notification,  CITA  advised  that  any 
Response  with  an  Offer  to  Supply 
(“Response”)  must  be  submitted  by 
October  24,  2008,  and  any  Rebuttal  be 
submitted  by  October  30,  2008.  No 
interested  entity  submitted  a  Response 
advising  CITA  of  its  objection  to  the 
Request  and  its  ability  to  supply  the 
subject  product. 

In  accordance  with  section 
203(o)(4)(C)  of  the  CAFTA-DR  Act,  and 
CITA’s  procedures,  as  no  interested 
entity  submitted  a  Response  objecting  to 
the  Request  and  demonstrating  its 
ability  to  supply  the  subject  product, 
CITA  has  determined  to  add  the 
specified  fabric  to  the  list  in  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

The  subject  product  has  been  added 
to  the  list  in  Annex  3.25  of  the  CAFTA- 
DR  Agreement  in  unrestricted 
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quantities.  A  revised  list  has  been 
posted  on  the  dedicated  website  for 
CAFTA-DR  Commercial  Availability 
proceedings. 

■  Specifications;  Certain  Polyester  Mini  Stripe 
Fabric 

HTS:  5512.19.00;  5515.12.00 
Fiber  Content:  100%  Polyester 
Warp  Yarn: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  100-300  denier. 

Metric:  51/2  or  51/1  to  85/2  or  85/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 

Fill  Yarn: 

English:  English:  30/1  to  50/1  spun  polyester  sta¬ 
ple  fibers. 

Metric:  51/1  to  85/1  spun  polyester  staple  fibers. 
Construction: 

English:  180-210  warp  ends  x  90-100  filling  picks 
per  inch. 

Metric:  71-83  warp  ends  x  35-40  filling  picks  per 
centimeter. 

Weave:  Various. 

Weight: 

English:  6.2  to  8.6  oz/sq.  yd. 

Metric:  210  to  290  g/sq.  m. 

Width: 

English:  56  to  64  inches. 

Metric:  142  to  163  centimeters. 

Finish:  Containing  at  least  2  different  color  yarns, 
each  of  which  is  dyed  a  different  color,  with  either 
cationic  or  disperse  dyes  or  any  combinations  of 
both. 

Janet  E.  Heinzen, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.  E8-27338  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3510-OS 

COMMITTEE  FOR  THE  • 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Determination  Under  the  Textile  and 
Apparel  Commercial  Availability 
Provision  of  the  Dominican  Republic- 
Central  America-United  States  Free 
Trade  Agreement  (CAFTA-DR 
Agreement) 

November  12,  2008. 

AGENCY:  The  Committee  for  the 
Implementation  of  Textile  Agreements. 
ACTION:  Determination  to  add  a  product 
in  unrestricted  quantities  to  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

EFFECTIVE  DATE:  November  18,  2008. 
SUMMARY:  The  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA)  has  determined  that  certain 
100%  polyester  sharkskin  fabric,  as 
specified  below,  is  not  available  in 
commercial  quantities  in  a  timely 
manner  in  the  CAFTA-DR  countries. 
The  product  will  be  added  to  the  list  in 


Annex  3.25  of  the  CAFTA-DR 
Agreement  in  unrestricted  quantities. 

FOR  FURTHER  INFORMATION  CONTACT: 
Maria  Dybczak,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-3651. 

FOR  FURTHER  INFORMATION  ONLINE:  http:// 
web.ita.doc.gov/tacgi/ 
CaftaReqTrack.nsf. Reference  number: 
91.2008.10.09.Fabric.SharrettsPaley 
forFishman&Tobin. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Section  203(o)(4)  of  the 
Dominican  Republic-Central  America-United 
States  Free  Trade  Agreement  Implementation 
Act  (CAFTA-DR  Act);  the  Statement  of 
Administrative  Action  (SAA),  accompanying 
the  CAFTA-DR  Act;  Presidential 
Proclamations  7987  (F’ebruarv  28,  2006)  and 
7996  (March  31,  2006). 

BACKGROUND: 

The  CAFTA-DR  Agreeinent  provides  a 
list  in  Annex  3.25  for  fabrics,  yarns,  and 
fibers  that  the  Parties  to  the  CAFTA-DR 
Agreement  have  determined  are  not 
available  in  commercial  quantities  in  a  , 
timely  manner  in  the  territory  of  any 
Party.  The  CAFTA-DR  Agreement  . 
provides  that  this  list  may  be  modified 
pursuant  to  Article  3.25(4)-(5),  when  the 
President  of  the  United  States 
determines  that  a  fabric,  yarn,  or  fiber  is 
not  available  in  commercial  quantities 
in  a  timely  manner  in  the  territory  of 
any  Party.  See  Annex  3.25,  Note;  see 
also  section  203(o)(4)(C)  of  the  CAFTA- 
DR  Act. 

The  CAFTA-DR  Act  requires  the 
President  to  establish  procedures 
governing  the  submission  of  a  request 
and  providing  opportunity  for  interested 
entities  to  submit  comments  and 
supporting  evidence  before  a 
commercial  availability  determination  is 
made.  In  Presidential  Proclamations 
7987  and  7996,  the  President  delegated 
to  CITA  the  authority  under  section 
203(o)(4)  of  CAFTA-DR  Act  for 
modifying  the  Annex  3.25  list.  On 
September  15,  2008,  CITA  published 
modified  procedures  it  would  follow  in 
considering  requests  to  modify  the 
Annex  3.25  list  (73  FR  53200) 
(“procedures”). 

On  October  9,  2008,  the  Chairman  of 
CITA  received  a  request  for  a 
commercial  availability  determination 
(“Request”)  under  the  CAFTA-DR  from 
Sharretts,  Paley,  Carter  &  Blauvelt,  P.C., 
on  behalf  of  Fishman  &  Tobin,  for 
certain  100%  polyester  sharkskin 
fabrics.  On  October  10,  2008,  in 
accordance  with  CITA’s  procedures, 
CITA  notified  interested  parties  of  the  • 
Request  and  posted  the  Request  on  the 
dedicated  website  for  CAFTA-DR 
Commercial  Availability  proceedings.  In 


its  notification,  CITA  advised  that  any 
Response  with  an  Offer  to  Supply  ' 
(“Response”)  must  be  submitted  by 
October  24,  2008,  and  any  Rebuttal  be 
submitted  by  October  30,  2008.  No 
interested  entity  submitted  a  Response 
advising  CITA  of  its  objection  to  the 
Request  and  its  ability  to  supply  the 
subject  product. 

In  accordance  with  section 
203(o)(4)(C)  of  the  CAFTA-DR  Act.  and 
CITA’s  procedures,  as  no  interested 
entity  submitted  a  Response  objecting  to 
the  Request  and  demonstrating  its 
ability  to  supply  the  subject  product, 
CITA  has  determined  to  add  the 
specified  fabric  to  the  list  in  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

The  subject  product  has  been  added 
to  the  list  in  Annex  3.25  of  the  CAFTA- 
DR  Agreement  in  unrestricted 
quantities.  A  revised  list  has  been 
posted  on  the  dedicated  website  for 
CAFTA-DR  Commercial  Availability 
proceedings. 

Specifications:  Certain  Polyester  Sharkskin  Fab¬ 
ric 

HTS:  5515.12.00;  5407.93.20 
Fiber  Content:  100%  Polyester 
Warp  Yam: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  100-300  denier. 

Metric:  .51/2  or  51/1  to  85/2  or  85/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 

Fill  Yam: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  100-300  denier. 

Metric:  51/2  or  51/1  to  85/2  or  85/1  spun  fxjly- 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 

Construction: 

English:  180-210  warp  ends  x  85-95  filling  picks 
per  inch. 

Metric:  70-82  warp  ends  x  33-37  filling  picks  per 
centimeter. 

Weave:  Various. 

Weight: 

English:  6.2  to  7.5  oz/sq.  yd. 

Metric:  210  to  255  g/sq.  m. 

Width: 

English:  56  to  64  inches. 

Metric:  142  to  163  centimeters. 

Finish:  Containing  at  least  2  different  color  yams, 
each  of  which  is  dyed  a  different  color,  with  either 
cationic  or  disperse  dyes  or  any  combinations  of 
both. 

Janet  E.  Heinzen, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.  E8-27340  Filed  11-17-08;  8:45  am] 
BILLING  CODE  3510-OS 
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COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Determination  Under  the  Textile  and 
Apparel  Commercial  Availability 
Provision  of  the  Dominican  Republic- 
Centrai  America-United  States  Free 
Trade  Agreement  (CAFTA-DR 
Agreement) 

November  12,  2008. 

AGENCY:  The  Committee  for  the 
Implementation  of  Textile  Agreements. 
ACTION:  Determination  to  add  a  product 
in  unrestricted  quantities  to  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

EFFECTIVE  DATE:  November  18,  2008. 
SUMMARY:  The  Committee  for  the 
Implementation  of  Textile  Agreements 
(CTTA)  has  determined  that  certain 
100%  polyester  pin  dot  dobby  fabric,  as 
specified  below,  is  not  available  in 
commercial  quantities  in  a  timely 
manner  in  the  CAFTA-DR  countries. 

The  product  will  be  added  to  the  list  in 
Annex  3.25  of  the  CAFTA-DR 
Agreement  in  unrestricted  quantities. 

FOR  FURTHER  INFORMATION  CONTACT: 
Maria  Dybczak,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-3651. 

FOR  FURTHER  INFORMATION  ONLINE:  http:// 
web.ita.doc.gov/tacgi/ 
CaftaReqTrack.nsf. Reference  number: 
95.2008.  lO.OQ.Fabric.SharrettsPaley 
forFishman&T  obin . 

SUPPLEMENTARY  INFORMATION! 

Authority:  Section  203(o){4)  of  the 
Dominican  Republic-Central  America-United 
States  Free  Trade  Agreement  Implementation 
Act  (CAFTA-DR  Act):  the  Statement  of 
Administrative  Action  (SAA),  accompanying 
the  CAFTA-DR  Act;  Presidential 
Fhoclamations  7987  (Februarv  28,  2006)  and 
7996  (March  31,  2006). 

BACKGROUND; 

The  CAFTA-DR  Agreement  provides  a 
list  in  Annex  3.25  for  fabrics,  yarns,  and 
fibers  that  the  Parties  to  the  CAFTA-DR 
Agreement  have  determined  are  not 
available  in  commercial  quantities  in  a 
timely  manner  in  the  territory  of  any 
Party.  The  CAFTA-DR  Agreement 
provides  that  this  list  may  be  modified 
pursuant  to  Article  3.25(4)-(5),  when  the 
President  of  the  United  States 
determines  that  a  fabric,  yarn,  or  fiber  is 
not  available  in  commercial  quantities 
in  a  timely  manner  in  the  territory  of 
any  Party.  See  Annex  3.25,  Note;  see 
also  section  203(o)(4)(C)  of  the  CAFTA- 
DR  Act. 

The  CAFTA-DR  Act  requires  the 
President  to  establish  procedures 
governing  the  submission  of  a  request 
and  providing  opportunity  for  interested 


entities  to  submit  comments  and 
supporting  evidence  before  a 
commercial  availability  determination  is 
made.  In  Presidential  Proclamations 
7987  and  7996,  the  President  delegated 
to  CITA  the  authority  under  section 
203(o)(4)  of  CAFTA-DR  Act  for 
modifying  the  Annex  3.25  list.  On 
September  15,  2008,  CITA  published 
modified  procedures  it  would  follow  in 
considering  requests  to  modify  the 
Annex  3.25  list  (73  FR  53200) 
(“procedures”). 

On  October  9,  2008,  the  Chairman  of 
CITA  received  a  request  for  a 
commercial  availability  determination 
(“Request”)  under  the  CAFTA-DR  from 
Sharretts,  Paley,  Carter  &  Blauvelt,  P.C., 
on  behalf  of  Fishman  &  Tobin,  for 
certain  100%  polyester  pin  dot  dobby 
fabrics.  On  October  10,  2008,  in 
accordance  with  CITA’s  procedures, 
CITA  notified  interested  parties  of  the 
Request  and  posted  the  Request  on  the 
dedicated  website  for  CAFTA-DR 
Commercial  Availability  proceedings.  In 
its  notification,  CITA  advised  that  any 
Response  with  an  Offer  to  Supply 
(“Response”)  must  be  submitted  by 
October  24,  2008,  and  any  Rebuttal  be 
submitted  by  October  30,  2008.  No 
interested  entity  submitted  a  Response 
advising  CITA  of  its  objection  to  the 
Request  and  its  ability  to  supply  the 
subject  product. 

In  accordance  with  section 
203(o)(4)(C)  of  the  CAFTA-DR  Act,  and 
CITA’s  procedures,  as  no  interested 
entity  submitted  a  Response  objecting  to 
the  Request  and  demonstrating  its 
ability  to  supply  the  subject  product, 
CITA  has  determined  to  add  the 
specified  fabric  to  the  list  in  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

The  subject  product  has  been  added 
to  the  list  in  Annex  3.25  of  the  CAFTA- 
DR  Agreement  in  unrestricted 
quantities.  A  revised  list  has  been 
posted  on  the  dedicated  website  for 
CAFTA-DR  Commercial  Availability 
proceedings. 

Specifications:  Certain  Poiyester  Pin  Dot  Dobby 

Fabric 

HTS:  5515.12.CX);  5407.93.20 
Fiber  Content;  1 00%  Polyester 
Warp  Yam: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  pralyester  fila¬ 
ment  of  100-3(X)  denier. 

Metric:  51/2  or  51/1  to  85/2  or  85/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 

Fill  Yarn: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  100-300  denier. 

Metric:  51/2  or  51/1  to  85/2  or  85/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 


Construction: 

English:  180-210  warp  ends  x  85-95  filling  picks 
per  inch. 

Metric:  70-82  warp  ends  x  33-37  filling  picks  per 
centimeter. 

Weave:  Various. 

Weight: 

English:  6.2  to  7.5  oz/sq.  yd. 

Metric:  210  to  255  g/sq.  m. 

Width: 

English:  56  to  64  inches. 

Metric:  142  to  163  centimeters. 

Finish:  Containing  at  least  2  different  color  yams, 
each  of  which  is  dyed  a  different  color,  with  either 
cationic  or  disp>erse  dyes  or  any  combinations  of 
both. 

Janet  E.  Heinzen, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

(FR  Doc.  E8-27341  Filed  11-18-08;  8:45  am] 
BILLING  CODE  351 0-DS 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Determination  Under  the  Textile  and 
Apparel  Commercial  Availability 
Provision  of  the  Dominican  Republic- 
Central  America-United  States  Free 
Trade  Agreement  (CAFTA-DR 
Agreement) 

November  12,  2008. 

AGENCY:  The  Committee  for  the 
Implementation  of  Textile  Agreements. 
ACTION:  Determination  to  add  a  product 
in  unrestricted  quantities  to  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

EFFECTIVE  DATE:  November  18,  2008. 
SUMMARY:  The  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA)  has  determined  that  certain 
100%  polyester  stripe  fabric,  as 
specified  below,  is  not  available  in 
commercial  quantities  in  a  timely 
manner  in  the  CAFTA-DR  countries. 

The  product  will  be  added  to  the  list  in 
Annex  3.25  of  the  CAFTA-DR 
Agreement  in  unrestricted  quantities. 
FOR  FURTHER  INFORMATION  CONTACT: 
Maria  Dybczak,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-3661. 

FOR  FURTHER  INFORMATION  ONLINE:  http:// 
web.ita  .doc.gov/tacgi/ 
CaftaReqTrack.nsf. Reference  number: 
94. 2008. 10. 09. Fabric. SharrettsPaley 
forFishman&Tobin. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Section  203(o)(4)  of  the 
Dominican  Republic-Central  America-United 
States  Free  Trade  Agreement  Implementation 
Act  (CAFTA-DR  Act);  the  Statement  of 
Administrative  Action  (SAA),  accompanying 
the  CAFl'A-DR  Act;  Presidential 
Proclamations  7987  (February  28,  2006)  and 
7996  (March  31,  2006). 
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BACKGROUND: 

The  CAFTA-DR  Agreement  provides  a 
list  in  Annex  3.25  for  fabrics,  yarns,  and 
fibers  that  the  Parties  to  the  CAFTA-DR 
Agreement  have  determined  are  not 
available  in  commercial  quantities  in  a 
timely  manner  in  the  territory  of  any 
Party.  The  CAFTA-DR  Agreement 
provides  that  this  list  may  be  modified 
pursuant  to  Article  3.25(4)-(5),  when  the 
President  of  the  United  States 
determines  that  a  fabric,  yarn,  or  fiber  is 
not  available  in  commercial  quantities 
in  a  timely  manner  in  the  territory  of 
any  Party.  See  Annex  3.25,  Note;  see 
also  section  203(o)(4)(C)  of  the  CAFTA- 
DR  Act. 

The  CAFTA-DR  Act  requires  the 
President  to  establish  procedures 
governing  the  submission  of  a  request 
and  providing  opportunity  for  interested 
entities  to  submit  comments  and 
supporting  evidence  before  a 
commercial  availability  determination  is 
made.  In  Presidential  Proclamations 
7987  and  7996,  the  President  delegated 
to  CITA  the  authority  under  section 
203(o)(4)  of  CAFTA-DR  Act  for 
modifying  the  Annex  3.25  list.  On 
September  15,  2008,  CITA  published 
modified  procedures  it  would  follow  in 
considering  requests  to  modify  the 
Annex  3.25  list  (73  FR  53200) 
(“procedures”). 

On  October  9,  2008,  the  Chairman  of 
CITA  received  a  request  for  a 
commercial  availability  determination 
(“Request”)  under  the  CAFTA-DR  from 
Sharretts,  Paley,  Carter  &  Blauvelt,  P.C., 
on  behalf  of  Fishman  &  Tobin,  for 
certain  100%  polyester  stripe  fabrics. 

On  October  10,  2008,  in  accordance 
with  CITA’s  procedures,  CITA  notified 
interested  parties  of  the  Request  and 
posted  the  Request  on  the  dedicated 
website  for  CAFTA-DR  Commercial 
Availability  proceedings.  In  its 
notification,  CITA  advised  that  any 
Response  with  an  Offer  to  Supply 
(“Response”)  must  be  submitted  by 
October  24,  2008,  and  any  Rebuttal  be 
submitted  by  October  30,  2008.  No 
interested  entity  submitted  a  Response 
advising  CITA  of  its  objection  to  the 
Request  and  its  ability  to  supply  the 
subject  product. 

In  accordance  with  section 
203(o)(4)(C)  of  the  CAFTA-DR  Act,  and 
CITA’s  procedures,  as  no  interested 
entity  submitted  a  Response  objecting  to 
the  Request  and  demonstrating  its 
ability  to  supply  the  subject  product, 
CITA  has  determined  to  add  the 
specified  fabric  to  the  list  in  Annex  3.25 
of  the  CAFTA-DR  Agreement. 

The  subject  product  ha.s  been  added 
to  the  list  in  Annex  3.25  of  the  CAFTA- 


DR  Agreement  in  unrestricted 
quantities.  A  revised  list  has  been 
posted  on  the  dedicated  website  for 
CAFTA-DR  Commercial  Availability 
proceedings. 

Specifications:  Certain  Poiyester  Stripe  Fabric 
HTS:  5512.19.00;  5515.12.00 
'  Fiber  Content:  100%  Polyester 
Warp  Yam: 

English:  30/2  or  30/1  to  50/2  or  50/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  100-300  denier. 

Metric:  51/2  or  51/1  to  85/2  or  85/1  spun  poly¬ 
ester  staple  fibers  combined  with  polyester  fila¬ 
ment  of  90  to  30  decitex. 

Fill  Yam: 

English:  30/1  to  50/1  spun  polyester  staple  fibers. 
Metric:  51/1  to  85/1  spun  polyester  staple  fibers. 

Construction: 

English:  90-105  warp  ends  x  95-115  filling  picks 
per  inch. 

Metric:  35-41  warp  ends  x  37-45  filling  picks  per 
centimeter. 

Weave:  Various. 

Weight: 

English:  6.2  to  7.5  oz/sq.  yd. 

Metric:  210  to  255  g/sq.  m. 

Width: 

English:  56  to  64  inches. 

Metric:  142  to  163  centimeters. 

Finish:  Containing  at  least  2  different  color  yams, 
each  of  which  is  dyed  a  different  color,  with  either 
cationic  or  disperse  dyes  or  any  combinations  of 
both. 

Janet  E.  Heinzen, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.  E8-27342  Filed  11-17-08;  8:45  am) 
BILLING  CODE  3510-DS 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Agency  Information  Collection 
Activities:  Notice  of  Intent  To  Renew 
Collection  3038-0052,  Establishing 
Procedures  for  Designated  Contract 
Markets  and  Applicants  Seeking 
Designation,  Comment  Request 

AGENCY:  Commodity  Future.s  Trading 
Commission. 

ACTION:  Notice. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.),  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 
the  Office  of  Management  and  Budget 
(OMB)  for  review  and  comment.  The 
ICR  describes  the  nature  of  the 
information  collection  and  the  expected 
costs  and  burden;  it  includes  the  actual 
data  collection  instruments  [if  any]. 


OATES:  Comments  must  be  submitted  on 
or  before  December  18,  2008. 

FOR  FURTHER  INFORMATION  OR  A  COPY, 
CONTACT:  Riva  Spear  Adriance,  Division 
Of  Market  Oversight,  U.S.  Commodity 
Futures  Trading  Commission,  1155  21st 
Street,  NW.,  Washington,  DC  20581, 
(202)  418-5494;  Fax:  (202)  418-5527;  e- 
mail:  radriance@cftc.gov  and  refer  to 
OMB  Control  No.  3038-0052. 

SUPPLEMENTARY  INFORMATION: 

Title:  Part  38 — Designated  Contract 
Markets,  OMB  Control  No.  3038-0052. 
This  is  a  request  for  extension  of  a 
currently  approved  information 
collection. 

Abstract:  Designated  contract  markets 
are  fully  regulated  commodity  futures 
and  options  exchanges.  Such  markets, 
prior  to  registration  and  on  an  ongoing 
basis,  must  demonstrate  compliance 
with  the  criteria  for  designation  (set 
forth  in  Section  5(b)  of  the  Commodity 
Exchange  Act,  7  U.S.C.  7(b)),  the  core 
principles  for  operation  (set  forth  in 
Section  5(d)  of  the  Act,  7  U.S.C.  7(d)), 
and  the  provisions  of  Part  38  of  the 
Commission’s  regulations,  17  CFR  Part 
38.  Part  38  of  the  Commission’s 
regulations  governs  the  activities  of 
designated  contract  markets.  The 
information  collected  thereunder  is 
necessary  for  the  Commission  to 
evaluate  whether  entities  operating  as, 
or  applying  to  become,  designated 
contract  markets  are  in  compliance  with 
the  designation  criteria  and  the  core 
principles  delineated  in  the  Act  and  the 
Commission’s  regulations  adopted 
thereunder.  Appendix  A  to  Part  38 
provides  guidance  to  applicants  on  how 
the  specific  conditions  for  initial 
designation  may  be  met  by  an  applicant. 
Appendix  B  to  Part  38  provides 
guidance  to  applicants  on  how 
designated  contract  markets  can  remain 
in  compliance  with  the  core  principles. 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  OMB  control 
numbers  for  the  Commission’s 
regulations  were  initially  published  on 
December  30, 1981.  See  46  FR  63035 
(Dec.  30,  1981).  The  Federal  Register 
notice  with  a  60-day  comment  period 
soliciting  comments  on  this  collection 
of  information  was  published  on 
September  12,  2008  (73  FR  52959).  No 
comments  were  received  in  response  to 
this  publication. 

The  Commission  estimates  the  burden 
of  this  collection  of  information  as 
follows: 
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Estimated  Annual  Reporting  Burden 


Report 

Estimated 
number  of 
respondents 

Reports 
annually  by 
each 

Total  annual 
responses 

Estimated  av¬ 
erage  number 
of  hours  per 
response 

Annual 

reporting 

burden 

Designation  and  Compliance . 

13 

NA 

NA 

300 

Burden  means  the  total  time,  effort,  or 
financial  resources  expended  by  persons 
to  generate,  maintain,  retain,  disclose  or 
provide  information  to  or  for  a  federal 
agency.  This  includes  the  time  needed 
to  review  instructions:  develop,  acquire, 
install,  and  utilize  technology  and 
systems  for  the  purposes  of  collecting, 
validating,  and  verifying  information, 
processing  and  maintaining  information 
and  disclosing  and  providing 
information;  adjust  the  existing  ways  to 
comply  with  any  previously  applicable 
instructions  and  requirements;  train 
personnel  to  be  able  to  respond  to  a 
collection  of  information;  and  transmit 
or  otherwise  disclose  the  information. 

Send  comments  regarding  the  burden 
estimated  or  any  other  aspect  of  the 
information  collection,  including 
suggestions  for  reducing  the  burden,  to 
the  addresses  listed  below.  Please  refer 
to  OMB  Control  No.  3038-0052  in  any 
correspondence. 

Riva  Spear  Adriance,  Division  Of 
Market  Oversight,  U.S.  Commodity 
Futures  Trading  Commission,  1155  21st 
Street,  NW.,  Washington,  DC  20581, 
(202)  41 8-5494 :‘Fax;  (202)  418-5527;  e- 
mail:  radriance@cftc.gov,  and  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Attention:  Desk  Officer  for  CFTC,  725 
17th  Street,  NW.,  Washington,  DC 
20503. 

Dated:  November  13,  2008. 

David  A.  Stawick, 

Secretary  of  the  Commission. 

[FR  Doc.  E8-27345  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6351 -01 -P 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Agency  Information  Collection 
Activities:  Notice  of  Intent  To  Renew 
Collection  3038-0051 ,  Part  39 
Derivatives  Clearing  Organizations 

AGENCY:  Commodity  Futures  Trading 
Commission. 

ACTION:  Notice  of  intent  to  renew. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.],  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 


the  Office  of  Management  and  Budget 
(OMB)  for  review  and  comment.  The 
ICR  describes  the  nature  of  the 
information  collection  and  its  expected 
costs  and  burden;  it  includes  the  actual 
data  collection  instruments  [if  any]. 
DATES:  Comments  must  be  submitted  on 
or  before  December  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT  OR  A 
COPY  CONTACT:  Lois  Gregory, 

Commodity  Futures  Trading 
Commission,  Division  of  Clearing  and 
Intermediary  Oversight,  (202)  418-5569; 
Fax:  (202)  418-5536;  e-mail: 
Igregory@cftc.gov,  and  refer  to  OMB 
Control  No.  3038-0051. 

SUPPLEMENTARY  INFORMATION: 

Title:  Part  39  Derivatives  Clearing 
Organizations  (OMB  Control  No.  3038- 
0051).  This  is  a  request  for  extension  of 
a  currently  approved  information 
collection. 

Abstract:  The  information  collected 
pursuant  to  this  rule  is  used  to  evaluate 
compliance  with  criteria  pursuant  to 
which  entities  apply  for  and  obtain 
registration  as  a  derivatives  clearing 
organization. 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  OMB  control 
numbers  for  the  CFTC’s  regulations 
were  published  on  December  30,  1981. 
See  46  FR  63035  (Dec.  30,1981).  The 
Federal  Register  notice  with  a  60-day 
comment  period  soliciting  comments  on 
this  collection  of  information  was 
published  on  September  9,  2008  (73  FR 
52330). 

Burden  Statement:  The  respondent 
burden  for  this  collection  is  estimated  to 
average  200  hours  per  response.  These 
estimates  include  the  time  needed  to 
review  instrnctions;  develop,  acquire, 
install,  and  utilize  technology  and 
systems  for  the  purposes  of  collecting, 
validating,  and  verifying  information, 
processing  and  maintaining  information 
and  disclosing  and  providing 
information;  adjust  the  existing  ways  to 
comply  with  any  previously  applicable 
instructions  and  requirements;  train 
personnel  to  be  able  to  respond  to  a 
collection  of  information:  and  transmit 
or  otherwise  disclose  the  information. 

Respondents/ Affected  Entities:  10. 

Estimated  Number  of  Responses:  10. 


Estimated  Total  Annual  Burden  on 
Respondents:  2,000. 

Frequency  of  Collection:  On  Occasion. 

Send  comments  regarding  the  burden 
estimated  or  any  other  aspect  of  the 
information  collection,  including 
suggestions  for  reducing  the  burden,  to 
the  addresses  listed  below.  Please  refer 
to  OMB  Control  No.  3038-0051  in  any 
correspondence. 

Lois  J.  Gregory,  Special  Counsel, 
Division  of  Clearing  and  Intermediary 
Oversight,  U.S.  Commodity  Futures 
Trading  Commission,  1155  21st  Street, 
NW.,  Washington,  DC  20581;  and  Office 
of  Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Attention:  Desk  Officer  for  CFTC,  725 
17th  Street,  NW.,  Washington,  DC 
20503. 

Dated:  November  13,  2008. 

David  A.  Stawick, 

Secretary  of  the  Commission. 

[FR  Doc.  E8-27346  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6351-01-P 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Agency  Information  Collection 
Activities  Under  OMB  Review 

agency:  Commodity  Futures  Trading 
Commission. 

ACTION:  Notice  of  intent  to  renew. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.),  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 
the  Office  of  Management  and  Budget 
(OMB)  for  review  and  comment.  The 
ICR  describes  the  nature  of  the 
information  collection  and  its  expected 
costs  and  burc(en;  it  includes  the  actual 
data  collection  instruments  [if  any). 
DATES:  Comments  must  be  submitted  on 
or  before  December  18,  2008. 

For  Further  Information  or  a  Copy 
Contact:  Gary  Martinaitis,  Division  of 
Market  Oversight,  U.S.  Commodity 
Futures  Trading  Commission,  1155  21st 
Street,  NW.,  Washington,  DC  20581, 
(202)  418-5209;  Fax:  (202)  418-5527;  e- 
mail:  gmartinaitis@cftc.gov  and  refer  to 
OMB  Control  No.  3038-0015. 
SUPPLEMENTARY  INFORMATION: 
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Title:  Copies  of  Crop  and  Market 
Information  Reports  (OMB  Control  No. 
3038-0015).  This  is  a  request  for 
extension  of  a  currently  approved 
information  collection. 

Abstract:  Copies  of  Crop  and  Market 
Information  Reports,  OMB  Control  No. 
3038-0015 — Extension. 

The  information  collected  pursuant  to 
this  rule,  17  CFR  Part  140,  is  in  the 
public  interest  and  is  necessary  for 
market  surveillance.  These  rules  are 
promulgated  pursuant  to  the 
Commission’s  rulemaking  authority 
contained  in  Sections  4a(a),  4i,  and 
8a(5)  of  the  Commodity  Exchange  Act, 

7  U.S.C.  6a(l),  6i,  and  12a(5). 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  OMB  control 
numbers  for  the  CFTC’s  regulations 
were  published  on  December  30,  1981. 
See  46  FR  63035  (Dec.  30,  1981).  The 
Federal  Register  notice  with  a  60-day 
comment  period  soliciting  comments  on 
this  collection  of  information  was 
published  on  September  9,  2008  (73  FR 
52330). 

Burden  Statement:  The  respondent 
burden  for  this  collection  is  estimated  to 
average  .16  hours  per  response. 

Respondents/Affected  Entities:  15. 

Estimated  Number  of  Responses:  15. 

Estimated  Total  Annual  Burden  on 
Respondents:  2.5  hours. 

Frequency  of  Collection:  On  occasion. 

Send  comments  regarding  the  burden 
estimated  or  any  other  aspect  of  the 
information  collection,  including 
suggestions  for  reducing  the  burden,  to 
the  addresses  listed  below.  Please  refer 
to  OMB  Control  No.  3038-0015  in  any 
correspondence. 

Gary  Martinaitis,  Division  of  Market 
Oversight,  Commodity  Futures  Trading 
Commission,  1155  21st  Street,  NW., 
Washington,  DC  20581;  and  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Attention:  Desk  Officer  for  CFTC,  725 
17th  Street,  NW.,  Washington,  DC 
20503. 

Dated;  November  13,  2008. 

David  A.  Stawick, 

Secretary  of  the  Commission. 

[FR  Doc.  E8-27347  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6351-ei-P 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Agency  Information  Collection 
Activities  Under  OMB  Review 

agency:  Commodity  Futures  Trading 
Commission. 


ACTION:  Notice  of  intent  to  renew. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.),  this  notice  announces  that 
the  Information  Collection  Request  (ICR) 
abstracted  below  has  been  forwarded  to 
the  Office  of  Management  and  Budget 
(OMB)  for  review  and  comment.  The 
ICR  describes  the  nature  of  the 
information  collection  and  its  expected 
costs  and  burden;  it  includes  the  actual 
data  collection  instruments  (if  any). 
DATES:  Comments  must  be  submitted  on 
or  before  December  18,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 
William  Penner,  Division  of  Clearing 
and  Intermediary  Oversight,  U.S. 
Commodity  Futures  Trading 
Commission,  1155  2ist  Street,  NW., 
Washington,  DC  20581,  (202)  418-5407; 
Fax:  (202)  418-5536;  e-mail: 
wpenner@cftc.gov  and  refer  to  OMB 
Control  No.  3038-0021. 

SUPPLEMENTARY  INFORMATION: 

Title:  Regulations  Governing 
Bankruptcies  of  Commodity  Brokers 
(OMB  Control  No.  3038-0021).  This  is 
a  request  for  extension  of  a  currently 
approved  information  collection. 

Abstract:  Regulations  Governing 
Bankruptcips  of  Commodity  Brokers, 
OMB  Control  No.  3038-0021— 
Extension. 

The  information  collected  pursuant  to 
part  190  of  the  Commission’s 
regulations  under  the  Commodity 
Exchange  Act  (Act)  is  intended  to 
protect,  to  the  extent  possible,  the 
property  of  the  public  in  the  case  of  the 
bankruptcy  of  a  commodity  broker. 
These  rules  are  promulgated  pursuant  to 
the  Commission’s  rulemaking  authority 
contained  in  sections  4a(a),  4i,  and  8a(5) 
of  the  Act,  7  U.S.C.  6a(l),  6i,  and  12a(5). 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  OMB  control 
numbers  for  the  CFTC’s  regulations 
were  published  on  December  30, 1981. 
See  46  FR  63035  (Dec.  30,  1981).  The 
Federal  Register  notice  with  a  60-day 
comment'period  soliciting  comments  on 
this  collection  of  information  was 
published  on  September  9,  2008  (73  FR 
52331). 

Burden  Statement:  The  respondent 
burden  for  this  collection  is  estimated  to 
average  .20  hours  per  response. 

Respondents  Affected  Entities:  301. 

Estimated  Number  of  Responses: 
4,951. 

Estimated  Total  Annual  Burden  on 
Respondents:  .20  hours. 

Frequency  of  Collection:  On  occasion. 

Send  comments  regarding  the  burden 
estimated  or  any  other  aspect  of  the 


information  collection,  including 
suggestions  for  reducing  the  burden,  to 
the  addresses  listed  below.  Please  refer 
to  OMB  Control  No.  3038-0021  in  any 
correspondence. 

William  Penner,  Division  of  Clearing 
and  Intermediary  Oversight.  Commodity 
Futures  Trading  Commission,  1155  21st 
Street,  NW.,  Wa.shington,  DC  20581;  and 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Attention:  Desk  Officer  for 
CFTC,  725  17th  Street,  NW., 
Washington,  DC  20503. 

Dated:  November  13,  2008. 

David  A.  Stawick, 

Secretary  of  the  Commission. 

[FR  Doc.  E8-27349  Filed  11-17-08;  8:45  am) 
BILLING  CODE  63S1-01-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

DoDEA  FY  2009  Grant  Competition 
Announcement 

agency:  Department  of  Defense 
Education  Activity,  Department  of 
Defense. 

ACTION:  Notice  of  grant  competition 
announcement. 

SUMMARY:  The  Department  of  Defense 
Education  Activity  (DoDEA)  is 
announcing  the  Promoting  Student 
Achievement  at  Schools  Impacted  by 
Military  Force  Structure  Changes  grant 
competition  and  requesting  letters  of 
intent  and  concept  papers. 
Approximately  $30  million  is  expected 
to  be  awarded,  depending  on 
availability  of  funding.  The  period  of 
performance  is  expected  to  be  39 
months  (01  Jul  2009-30  Sept  2012). 
Awards  will  be  based  on  military 
student  enrollment  and  will  range  in 
size  from  $300,000  to  $2,000,000, 
depending  on  the  number  of  military 
students  at  the  target  schools.  The 
Department’s  aim  is  to  enhance  the 
education  of  military  students,  but 
funds  may  be  used  to  raise  student 
achievement  for  all  students  at  the  target 
school(s). 

Projects  will  enhance  student  learning 
opportunities,  student  achievement,  and 
educator  professional  development  at 
military-connected  schools  that  are 
experiencing  significant  military  growth 
between  2007  and  2009  due  to  force 
structure  changes  based  on  the  Report  to 
Congress  (March  2008).  The  Department 
has  a  priority  of  awarding  grants  to 
schools  with  low  student  achievement. 
This  solicitation  is  open  only  to  school 
districts  serving  22  military 
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installations,  as  shown  in  the  list  of 
eligible  school  districts  below. 

Concept  papers  are  expected  to  be 
reviewed  in  March,  2009;  full  proposals, 
in  Jime,  2009.  Awards  are  expected  to 
be  made  on  or  about  July  1,  2009.  The 
Department  will  take  into  account 
geographic  distribution  and  Military 
Service  representation  when  making 
grant  awards. 

Authorization 

•  Section  574  (c)  of  Public  Law  109- 
364,  as  amended  by  Section  553  of 
Public  Law  110-417;  Title  10  U.S.C. 
Section  2192(b)  and  Title  10  U.S.C. 
Section  2193a. 

CFDA  Number  (Pending) 

•  CFDA  12.030:  Support  for  K-12 
Student  Achievement  at  Military- 
Connected  Schools. 

K-12  Education 

The  Department  of  Defense  (DoD) 
considers  the  education  of  the 
dependents  of  members  of  the  Armed 
Forces  to  be  a  critical  quality  of  life 
issue.  K-12  education  concerns  are 
often  cited  as  a  key  reason  for  requesting 
changes  in  assignment  and  for  deciding 
not  to  reenlist. 

Eligibility 

The  determination  of  eligible  military 
installations  was  based  on  the  Report  to 
Congress  (March  2008).  Impact  Aid  data 
and  DoD  expertise  were  used  to 
determine  the  school  districts  associated 
with  those  installations.  If  a  school 
district  can  substantiate  that  it  meets  the 
eligibility  requirements  but  is  not 
named  on  the  appended  list,  it  may 
submit  its  concept  paper  to  the  DoDEA 
Point-of-Contact  (below).  DoDEA  will 
make  the  final  eligibility  determination. 

DoDEA  Point-of-Contact 

•  Mr.  Brian  Pritchard,  Contracts  and 
Grants  Liaison,  Department  of  Defense 
Education  Activity  (DoDEA)  E-mail: 
brian.pritchard@hq.dodea.edu. 

Proposals 

Eligible  school  districts  may  submit 
one  proposal.  Each  district’s  proposal 
will  target  one  or  more  schools  that 
meet  the  following  military  student 
enrollment  requirements.  First,  each 
target  school’s  SY08-09  enrollment 
must  include  at  least  15  percent  military 
students.  Second,  the  number  of 
military  students  served  by  the  project 
must  total  at  least  200.  Although  the 
Department’s  aim  is  to  enhance  the 
education  of  military  students,  project 
funds  may  be  used  to  raise  student 
achievement  for  all  students  in  the 
target  school(s). 


De6nition  of  Military  Student 

Military  student  is  defined  as  an 
elementary  or  secondary  school  student 
who  is  a  dependent  of  a  member  of  the 
Armed  Forces  or  a  civilian  employee  of 
the  DoD  who  is  employed  on  Federal 
property. 

Proposal  Topics 

DoDEA  seeks  proposals  that  enhance 
student  learning  opportunities,  student 
achievement,  and  educator  professional 
development.  Proposals  serving  schools 
with  low  student  achievement  will 
receive  preference.  Student  achievement 
in  the  area(s)  being  addressed  in  the 
projects  should  include  measurements 
of  performance  on  state  norm-and/or 
criterion-referenced  assessments. 

Projects  must  use  nationally 
recognized  (or  equivalent),  research- 
based  practices  to  enhance  student 
achievement  in  the  following  areas: 
Reading,  English  language  arts,  science, 
mathematics,  technology,  engineering, 
foreign  language,  and  social  studies. 
Proposals  must  have  a  strong  evaluation 
plan  with  data  disaggregated  at  the 
school  level  for  the  military  student 
population. 

Anticipated  Awards 

It  is  anticipated  grants  will  be  funded 
at  the  rate  of  $1,200  per  military  student 
(for  the  entire  grant  period)  with  a 
minimum  award  of  $300,000  and  a 
maximum  award  of  $2,000,000.  A 
maximum  of  25  percent  of  grant  funds 
may  be  used  for  equipment  and  the 
employment  of  full-time  equivalent 
(FTE)  staff.  No  grants  funds  may  be 
allocated  for  administrative  or  indirect 
costs.  Awards  are  expected  to  take  the 
form  of  grants  to  each  selected 
organization.  It  is  anticipated  that 
awards  will  be  announced  on  or  about 
June  15,  2009,  and  that  the  funding 
period  will  begin  on  or  about  July  1, 
2009. 

Proposal  Evaluation  and  Selection 

Concept  papers,  limited  to  six  pages 
in  length,  will  consist  of  an  overview  of 
the  district,  needs  assessment,  project 
concept,  evaluation  concept,  and 
sustainability  and  budget.  Full 
proposals  will  consist  of  two  abstracts 
(50  and  200  words),  15-page  narrative 
(needs  assessment,  project  concept, 
evaluation  concept,  and  sustainability 
and  budget),  bibliography,  up  to  three 
resumes,  and  up  to  two  letters  of 
support. 

Each  proposal  will  be  evaluated  by  a 
team  of  professionals.  Approximately 
one  month  after  the  submission  of  the 
concept  papers,  DoDEA  will  inform 
districts  whether  or  not  they  have  been 
invited  to  submit  a  full  proposal. 


Expected  Dates  and  Procedures 

Application  Available:  02  Jan  09 
Deadline  for  Submission  of  Letter  of 
Intent  (optional):  26  Jan  09,  5  p.m. 
(EST) 

Deadline  for  Submission  of  Concept 
Papers:  20  Feb  09,  5  p.m.  (EST) 
Deadline  for  Submission  of  Full 
Proposals:  01  May  09,  5  p.m.  (EST) 
Concept  papers  will  be  emailed  to 
DoDEA.  Full  proposals  must  be 
submitted  online  through 
www.Grants.gov.  Detailed  submission 
procedures  will  be  presented  in  the 
solicitation. 

Proposal  Compliance 

Failure  to  adhere  to  deadlines  to  be 
specified  in  the  forthcoming  application 
may  result  in  proposal  rejection.  Any 
proposal  received  after  the  exact  time 
and  date  specified  for  receipt  will  not  be 
considered.  DoDEA,  in  its  sole 
discretion,  may  accept  a  late  proposal  if 
it  determines  that  no  competitive 
advantage  has  been  conferred  and  that 
the  integrity  of  the  competitive  grants 
process  will  not  be  compromised. 
SUPPLEMENTARY  INFORMATION: 

Local  Educational  Agencies  (LEA)* 
Associated  With  Military  Installations 
Experiencing  Significant  Military 
Student  Growth,  2007-09,  per  the 
Report  to  Congress  (March  2008) 

Randolph  Air  Force  Base,  Texas  (14) 

Alamo  Heights  ISD,  Comal  ISD,  East 
Central  ISD,  Edgewood  ISD,  Harlandale 
ISD,  Judson  ISD,  Northeast  ISD, 
Northside  ISD,  Randolph  Field  ISD,  San 
Antonio  ISD,  Schertz-Cibolo-University 
City  ISD,  Sommerset  ISD,  Southeast 
ISD,  Southwest  ISD. 

Fort  Lewis,  Washington  (20) 

Auburn  SD,  Bethel  SD,  Clover  Park 
SD,  Dieringer  SD,  Eatonville  SD,  Federal 
Way  PS,  Fife  PS,  Franklin  Pierce 
Schools,  Griffin  SD,  North  Thurston  SD, 
Orting  SD,  Olympia  SD,  Peninsula  SD, 
Puyallup  SD,  Steilacoom  Historical  SD, 
Tacoma  SD,  Sumner  SD,  Turnwater  SD, 
University  Place  SD,  Yelm  CS. 

Fort  Bragg,  North  Carolina  (5) 

Cumberland  County  SD,  Harnett 
County  SD,  Hoke  County  SD,  Lee 
County  SD,  Moore  County  SD. 

Fort  Carson,  Colorado  (23) 

Academy  SD,  Calhan  SD  RJ-1,  Canon 
City  Fremont  RE-1,  Cheyenne  Mountain 
District  #2,  Colorado  Springs  District 
#11,  Douglas  SD  RE,  Edison  SD  54-J, 
Elbert  SD  #200,  Elizabeth  SD  C,  Ellicott 
SD  #22,  Falcon  SD  #49,  Fountain  Fort 
Carson,  Fremont  RE-2,  Hanover  SD  #38, 
Harrison  District  #2,  Lewis  Palmer, 
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Manitou  Springs  District  #14,  Miami- 
Yoder  60  JT,  Peyton  SD  23-J,  SD  #60, 

SD  #70,  Widefield  District  #3, 

Woodland  Park  SD. 

Fort  Knox,  Kentucky  (5) 

Breckinridge  County  SD,  Bulitt 
County  PS,  Elizabethtown  IS,  Hardin 
County  Schools,  Meade  County  SD. 

Cannon  Air  Force  Base,  New  Mexico  (2) ' 

Clovis  Municipal  SD,  Portales 
Municipal  SD. 

Fort  Bliss,  Texas  (9) 

Anthony  SD,  Canutillo  SD,  Clint  SD, 

El  Paso  ISD,  Fabens  SD,  San  Elizario  SD, 
Socorro  ISD,  Tomillo  SD,  Ysleta  ISD. 

MacDill  Air  Force  Base,  Florida  (4) 

Hillsborough  County  PS,  Manatee 
County  SD,  Pasco  County  SD,  Pinellas 
County  SD. 

Scott  Air  Force  Base,  Illinois  (28) 

Belle  Valley  SD  #119,  Belleville 
Public  SD  #118,  Belleville  Township 
High  SD  #201,  Central  SD  #104, 
Collinsville  Community  Unit  SD  #10, 
Edwardsville  Community  Unit  SD  #7, 
Freeburg  Community  Consolidated  SD 
#77,  Freeburg  Community  High  School, 
Grant  Community  Consolidated  SD 
#110,  Harmony  Emge  SD  #175,  High 
Mount  SD  #116,  Highland  Community 
Unit  SD  #5,  Lebanon  Community  Unit 
SD  #9,  Mascoutah  Community  Unit  SD 
#19,  Millstadt  Consolidated  School 
#160,  New  Athens  Community  Unit 
District  #60,  O’Fallon  Community 
Consolidated  SD  #90,  O’Fallon 
Township  High  SD  #203,  Pontiac-Wm 
Holliday  District  #105,  Shiloh  Village 
SD  #85,  Signal  Hill  SD  #181,  Smithton 
CCSD  #130,  St.  Libory  SD  #30,  St.  Louis 
Public  SD,  Triad  Community  Unit  SD 
#2,  Wesclin  Unit  District  #3,  Whiteside 
SD  #115,  Wolf  Branch  SD  #113. 

Fort  Sill,  Oklahoma  (9) 

Bishop  PS,  Boone-Apache  SD,  Cache 
PS,  Duncan  PS,  Elgin  PS,  Fletcher  PS, 
Flower  Mound  School,  Indiahoma  PS, 
Lawton  PS. 

Fort  Campbell,  Kentucky  (6) 

Cheatham  County  Schools,  Christian 
County  PS,  Clarksville-Montgomery 
County  Schools,  Stewart  County  School 
System,  Todd  County  PS,  Trigg  County 
PS. 

Fort  Lee,  Virginia  (6) 

Chesterfield  County  PS,  Colonial 
Heights  PS,  Dinwiddie  County  PS, 
Hopewell  City  PS,  Petersburg  City  PS, 
Prince  George  County  PS. 


Dover  Air  Force  Base,  Delaware  (6) 

Caesar  Rodney  SD,  Capital  SD,  Lake 
Forest  SD,  Milford  SD,  Poly  Tech  SD, 
Smyrna  SD. 

Fort  Leonard  Wood,  Missouri  (7) 

Crocker  R-2  SD,.  Dixon  R-1  Schools, 
Laquey  R-V  SD,  Newburg  SD,  Phelps 
County  R-III  School,  Richland  R-IV  SD, 
Waynesville  R-VI  SD. 

Fort  Sam  Houston,  Texas  (14) 

Alamo  Heights  ISD,  East  Central  ISD, 
Edgewood  ISD,  Fort  Sam  Houston  ISD, 
Harlandale  ISD,  Judson  ISD,  Lackland 
ISD,  Northeast  ISD,  Northside  ISD, 
Randolph-Field  ISD,  San  Antonio  ISD, 
Schertz-Cibolo  Universal  City  ISD, 

South  San  Antonio  ISD,  Southwest  ISD. 

Naval  Station  San  Diego,  California  (32) 

Cajon  Valley  Union,  Cardiff 
Elementary,  Carlsbad  Unified,  Chula 
Vista  Elementary,  Coronado  Unified, 

Del  Mar  Union,  Encinitas  Union, 
Escondido  Union,  Escondido  Union 
High,  Grossmont  Union  High,  Jamul- 
Dulzura  Union,  La  Mesa-Spring  Valley, 
Lakeside  Union,  Lemon  Grove, 

National,  Oceanside  Unified,  Poway 
Unified  ,  Ramona  Unified,  Rancho  Santa 
Fe,  San  Diego  Unified,  San  Dieguito 
Union  High,  San  Marcos  Unified,  San 
Pasqual  Union,  Santee,  Solana  Beach, 
South  Bay  Union,  Spencer  Valley, 
Sweetwater  Union  High,  Vallecitos, 
Valley  Center-Pauma  Unified,  Vista 
Unified,  Warner  Unified. 

National  Training  Center — Fort  Irwin, 
California  (2) 

Barstow  Unified  SD,  Silver  Valley 
Unified  SD. 

Fort  Polk,  Louisiana  (2) 

Beauregard  Parish  SD,  Vernon  Parish 
SD. 

Camp  Lejeune,  North  Carolina  (2) 

Craven  County  SD,  Onslow  County 
SD.  ■ 

Fort  Banning,  Georgia  ( 7) 

Bryan  County  Schools,  Chattahoochee 
County  SD,  Harris  County  SD,  Lee 
County  SD,  Muscogee  County  SD, 
Phenix  City,  Russell  County. 

McConnell  Air  Force  Base,  Kansas  (2) 

Derby  SD— USD  260,  Wichita  USD 
259.  ' 

Schofield  Barracks,  Hawaii  (1) 

Hawaii  Department  of  Education. 

*  Being  named  on  this  list  does  not 
guarantee  eligibility.  In  order  to  apply,  the 
LEAs  on  the  list  must  also  meet  the  eligibility 
requirements  stated  in  the  application.  LEAs 
that  believe  they  are  eligible,  but  are  not 


listed  above,  need  to  provide  the  relevant 
eligibility  information  to  DoDEA,  per  the 
directions  in  the  announcement. 

Dated:  November  12,  2008. 

Patricia  L.  Toppings, 

OSD  Federal  Register  Liaison  Officer, 
Department  of  Defense. 

[FR  Doc.  E8-27306  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

Meeting  of  the  Defense  Department 
Advisory  Committee  on  Women  in  the 
Services  (DACOWITS) 

agency:  Department  of  Defense. 

ACTION:  Notice. 

SUMMARY:  Pursuant  to  Section  10  (a). 
Public  Law  92—463,  as  amended,  notice 
is  hereby  given  of  a  forthcoming 
meeting  of  the  Defense  Department 
Advisory  Committee  on  Women  in  the 
Services  (DACOWITS).  The  purpose  of 
the  Committee  meeting  is  to  review  and 
edit  the  second  draft  of  the  2008  Report, 
review  findings,  and  vote  on 
recommendations.  The  meeting  is  open 
to  the  public,  subject  to  the  availability 
of  space. 

DATES:  December  2-3,  2008,  8:30  a.m.- 
5  p.m. 

ADDRESSES:  Double  Tree  Hotel  Crystal 
City  National  Airport,  300  Army  Navy 
Drive,  Arlington,  VA  22202. 

FOR  FURTHER  INFORMATION  CONTACT: 
MSgt  Robert  Bowling,  USAF, 
DACOWnS,  4000  Defense  Pentagon, 
Room  2C548A,  Washington,  DC  20301- 
4000.  Robert. bowling^osd. mil 
Telephone  (703)  697-2122.  Fax  (703) 
614-6233. 

SUPPLEMENTARY  INFORMATION:  Meeting 
agenda. 

Tuesday,  December  2,  2008:  8:30  a.m.- 
5  p.m. 

— Welcome  &  Administrative  Remarks 
— Review  and  edit  draft  of  2008  report 
— Review  and  Vote  on 

recommendations  for  Women’s 
Success  Strategies 

Wednesday,  December  3,  2008:  8:30 
a.ra.-5  p.m. 

— Welcome  and  Administrative 
Remarks 

—"Educational  Opportunities  for 
Military  Children 
Interested  persons  may  submit  a 
written  statement  for  consideration  by 
the  Defense  Department  Advisory 
Committee  on  Women  in  the  Services. 
Individuals  submitting  a  written 
statement  must  submit  their  statement 
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to  the  Point  of  Contact  listed  above  at 
the  address  detailed  above  NLT  5  p.m., 
Monday,  December  1,  2008.  If  a  written 
statement  is  not  received  by  Monday, 
December  1,  2008  prior  to  the  meeting, 
which  is  the  subject  of  this  notice,  then 
it  may  not  be  provided  to  or  considered 
by  the  Defense  Department  Advisory 
Committee  on  Women  in  the  Services 
until  its  next  open  meeting.  The 
Designated  Federal  Officer  will  review 
all  timely  submissions  with  the  Defense 
Department  Advisory  Committee  on 
Women  in  the  Ser\  ices  Chairperson  and 
ensure  they  are  provided  to  the 
members  of  the  Defense  Department 
Advisory  Committee  on  Women  in  the 
Services.  If  members  of  the  public  are 
interested  in  making  an  oral  statement, 
a  written  statement  must  be  submitted 
as  above.  After  reviewing  the  written 
comments,  the  Chairperson  and  the 
Designated  Federal  Officer  will 
determine  who  of  the  requesting 
persons  will  be  able  to  make  an  oral 
presentation  of  their  issue  during  an 
open  portion  of  this  meeting  or  at  a 
future  meeting.  Determination  of  who 
will  be  making  an  oral  presentation  will 
depend  on  time  available  and  if  the 
topics  are  relevant  to  the  Committee’s 
activities.  Two  minutes  will  be  allotted 
to  persons  desiring  to  make  an  oral 
presentation.  Oral  presentations  by 
members  of  the  public  will  be  permitted 
only  on  Tuesday,  December  2,  2008 
from  4:30  p.m.  to  5  p.m.  before  the  full 
Committee.  Number  of  oral 
presentations  to  be  made  will  depend 
on  the  number  of  requests  received  fi’om 
members  of  the  public. 

Dated:  November  12,  2008. 

Patricia  L.  Toppings, 

OSD  Federal  Register  Liaison  Officer, 
Department  of  Defense. 

[FR  Doc.  E8-27305  Filed  11-17-08:  8:45  am] 
BILLING  CODE  5001-06-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings 

November  12,  2008. 

Take  notice  that  the  Commission  has 
received  the  following  Natural  Gas 
Pipeline  Rate  and  Refund  Report  filings: 
Docket  Numbers:  RP09-3-001. 
Applicants:  Texas  Gas  Transmission. 
LLC. 

Description:  Texas  Gas  Transmission, 
LLC  submits  First  Revised  Original 
Sheet  36  et  al.  to  FERC  Gas  Tariff,  Third 
Rev  ised  Volume  1,  to  be  effective 
11/1/08. 


Filed  Date:  11/06/2008. 

Accession  Number:  20081110—0262. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  18,  2008. 

Docket  Numbers:  RP09-59-000. 

Applicants:  Chandeleur  Pipe  Line 
Company. 

Description:  Chandeleur  Pipe  Line 
Company  submits  a  Request  for 
Temporary  Waiver  of  Certain  Tariff 
Provisions  re  FERC  Gas  Tariff  Second 
Revised  Volume  No  1. 

Filed  Date:  1 1  /07/2008. 

Accession  Number:  20081110-0253. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  19,  2008. 

Docket  Numbers:  RP09— 60-000. 

Applicants:  Gulf  States  Transmission 
Corporation. 

Description:  Gulf  States  Transmission 
Corporation  submits  Fifth  Revised  Sheet 
1  et.  al.  to  FERC  Gas  Tariff  Original 
Volume  1,  to  be  effective  12/1/08. 

Filed  Date:  11/07/2008. 

Accession  Number:  20081110-0254. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  19,  2008. 

Docket  Numbers:  RP09-61-000. 

Applicants:  Gulf  Crossing  Pipeline 
Company  LLC. 

Description:  Gulf  Crossing  Pipeline 
Company  LLC  submits  Original  Sheet  1 
to  FERC  Gas  Tariff  Origijial  Volume  1, 
to  be  effective  12/20/08. 

Filed  Date:  11/07/2008. 

Accession  Number:  20081110-0255. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  19,  2008. 

Docket  Numbers:  RP09— 62— 000. 

Applicants:  Dominion  Cove  Point 
LNG,  LP. 

Description:  Dominion  Cove  Point 
LNG,  LP  submits  Seventh  Revised  Sheet 
200  et  al.  to  FERC  Gas  Tariff,  Original 
Volume  1,  to  be  effective  12/11/08. 

Filed  Date:  11/10/2008. 

Accession  Number:  20081112-0115. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  24,  2008. 

Docket  Numbers:  RP09-63-000. 

Applicants:  North  Baja  Pipeline,  LLC. 

Description:  North  Baja  Pipeline,  LLC 
submits  Second  Revised  Sheet  232  et  al. 
to  FERC  Gas  Tariff,  Original  Volume  1, 
to  be  effective  12/11/08. 

Filed  Date:  11/10/2008. 

Accession  Number:  20081112-0114. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  24,  2008. 

Any  person  desiring  to  intervene  or  to 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specified  comment  date.  It 
is  not  necessary  to  separately  intervene 


again  in  a  subdocket  related  to  a 
compliance  filing  if  you  have  previously 
intervened  in  the  same  docket.  Protests 
will  be  considered  by  the  Commission 
in  determining  the  appropriate  action  to 
be  taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Anyone  filing  a  motion  to  intervene  or 
protest  must  serve  a  copy  of  that 
document  on  the  Applicant.  In  reference 
to  filings  initiating  a  new  proceeding, 
interventions  or  prote.sts  submitted  on 
or  before  the  comment  deadline  need 
not  be  served  on  persons  other  than  the 
Applicant. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
mx'W'.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistration  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  St.,  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above  proceedings 
are  accessible  in  the  Commission’s 
eLibrary  system  by  clicking  on  the 
appropriate  link  in  the  above  list.  They 
are  also  available  for  review  in  the 
Commission’s  Public  Reference  Room  in 
Washington,  DC.  There  is  an 
eSubscription  link  on  the  Web  site  that 
enables  subscribers  to  receive  e-mail 
notification  when  a  document  is  added 
to  a  subscribed  dockets(s).  For 
assistance  with  any  FERC  Online 
service,  please  e-mail 
FERCOnlineSupport@ferc.gov.  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Nathaniel  J.  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  E8-27329  Filed  11-17-08;  8:45  am] 
BILLING  CODE  671 7-01 -P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings 

November  7,  2008. 

Take  notice  that  the  Commission  has 
received  the  following  Natural  Gas 
Pipeline  Rate  and  Refund  Report  filings: 

Docket  Numbers:  RP04-2 74-011. 
RPOO-1 5  7-02.1. 
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Applicants:  Kern  River  Gas 
Transmission  Company. 

Description:  Kern  River  Gas 
Transmission  Company  submits  a 
refund  report  detailing  refunds  paid  on 
October  1,  2008,  and  October  3,  2008, 
pursuant  to  the  Settlement  filed 
September  30,  2008,  in  accordance  with 
18CFR  154.501(e). 

Filed  Date:  10/31/2008. 

Accession  Number:  20081031-5153. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Wednesday,  November  12,  2008. 

Docket  Numbers:  RP09-55-000. 

Applicants:  Midwestern  Gas 
Transmission  Company. 

Description:  Midwestern  Gas 
Transmission  Co  submits  its  cashout 
report  for  September  2007  through 
August  2008. 

Filed  Date:  11/05/2008. 

Accession  Number:  20081106-0104. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  17,  2008. 

Docket  Numbers:  RP09-56-000. 

Applicants:  Algonquin  Gas 
Transmission  Company. 

Description:  Algonquin  Gas 
Transmission,  LLC  submits  its  Fifth 
Revised  Sheet  507  to  FERC  Gas  Tariff, 
Fifth  Revised  Volume  1. 

Filed  Date:  11/05/2008. 

Accession  Number:  20081106-0103. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  17,  2008. 

Docket  Numbers:  RP09-5 7-000. 

Applicants:  Texas  Eastern 
Transmission  LP. 

Description:  Texas  Eastern 
Transmission,  LP  submits  Twenty-Ninth 
Revised  Sheet  25  et  al.  to  FERC  Gas 
Tariff,  Seventh  Revised  Volume  1  and 
First  Revised  Volume  2  under  RP09-57. 

Filed  Date:  11/03/2008. 

Accession  Number:  20081107-0003. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Monday,  November  17,  2008. 

Docket  Numbers:  RP09-58-000. 

Applicants:  CenterPoint  Energy  Gas 
Transmission  Co. 

Description:  CenterPoint  Energy  Gas 
Transmission  Co  submits  its  “Annual 
Report  of  Penalty  Revenue  Credits” 
covering  activity  during  period  ended 
7/31/08. 


Filed  Date:  11/06/2008. 

Accession  Number:  20081107-0002. 

Comment  Date:  5  p.m.  Eastern  Time 
on  Tuesday,  November  18,  2008. 

Any  person  desiring  to  intervene  or  to 
protest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214)  on  or  before  5  p.m.  Eastern 
time  on  the  specified  comment  date.  It 
is  not  necessary  to  separately  intervene 
again  in  a  subdocket  related  to  a 
compliance  filing  if  you  have  previously 
intervened  in  the  same  docket.  Protests 
will  be  considered  by  the  Commission 
in  determining  the  appropriate  action  to 
be  taken,  but  will  not  serve  to  make 
protestants  parties  to  the  proceeding. 
Anyone  filing  a  motion  to  intervene  or 
protest  must  serve  a  copy  of  that 
document  on  the  Applicant.  In  reference 
to  filings  initiating  a  new  proceeding, 
interventions  or  protests  submitted  on 
or  before  the  comment  deadline  need 
not  be  served  on  persons  other  than  the 
Applicant. 

The  Commission  encourages 
electronic  submission  of  protests  and 
interventions  in  lieu  of  paper,  using  the 
FERC  Online  links  at  http:// 
www.ferc.gov.  To  facilitate  electronic 
service,  persons  with  Internet  access 
who  will  eFile  a  document  and/or  be 
listed  as  a  contact  for  an  intervenor 
must  create  and  validate  an 
eRegistration  account  using  the 
eRegistratioA  link.  Select  the  eFiling 
link  to  log  on  and  submit  the 
intervention  or  protests. 

Persons  unable  to  file  electronically 
should  submit  an  original  and  14  copies 
of  the  intervention  or  protest  to  the 
Federal  Energy  Regulatory  Commission, 
888  First  St.,  NE.,  Washington,  DC 
20426. 

The  filings  in  the  above  proceedings 
are  accessible  in  the  Commission’s 
eLibrary  system  by  clicking  on  the 
appropriate  link  in  the  above  list.  They 
are  also  available  for  review  in  the 
Commission’s  Public  Reference  Room  in 
Washington,  DC.  There  is  an 
eSubscription  link  on  the  Web  site  that 
enables  subscribers  to  receive  e-mail  • 


notification  when  a  document  is  added 
to  a  subscribed  dockets(s).  For 
assistance  with  any  FERC  Online 
service,  please  e-mail 
FERCOnlineSupport@ferc.gov  or  call 
(866)  208-3676  (toll  free).  For  TTY,  call 
(202)  502-8659. 

Nathaniel ).  Davis,  Sr., 

Deputy  Secretary. 

[FR  Doc.  E8-27332  Filed  11-17-08;  8:45  am) 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Sunshine  Act  Meeting  Notice 

November  13,  2008. 

The  following  notice  of  meeting  is 
published  pursuant  to  section  3(a)  of  the 
government  in  the  Sunshine  Act  (Pub. 

L.  94-409),  5  U.S.C.  552b: 

AGENCY  HOLDING  MEETING:  Federal 
Energy  Regulatory  Commission. 

DATE  AND  TIME:  November  20,  2008.  10 
a.m. 

PLACE:  Room  2C,  888  First  Street,  NE., 
Washington,  DC  20426. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED:  Agenda. 

*  Note — Items  listed  on  the  agenda  may 
be  deleted  without  further  notice. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Kimberly  D.  Bose,  Secretary,  Telephone 
(202)  502-8400.  For  a  recorded  message 
listing  items  struck  from  or  added  to  the 
meeting,  call  (202)  502-8627. 

This  is  a  list  of  matters  to  be 
considered  by  the  Commission.  It  does 
not  include  a  listing  of  all  documents 
relevant  to  the  items  on  the  agenda.  All 
public  documents,  however,  may  be 
viewed  on  line  at  the  Commission’s 
Web  site  at  http.V/ii^'vi'.ferc.gov  using 
the  eLibrary  link,  or  may  be  examined 
in  the  Commission’s  Public  Reference 
Room. 

941st— Meeting 


Regular  Meeting 

[November  20,  2008;  10  a.m.) 


Item  No. 

Docket  No. 

Company 

ADMINISTRATIVE 

A-1  . 

A-2  .  i 

A-3  .  ' 

AD02-1-000  . 

AD02-7-000  . 

AD06-3-000  . 

.  i  Agency  Administrative  Matters. 

.  I  Customer  Matters,  Reliability,  Security  and  Market  Operations. 

. ■  Energy  Market  Update. 

68428 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 / Notices 


Regular  Meeting— Continued 


[November  20,  2008;  10  a.m.] 


Item  No. 

- r 

Docket  No. 

Company 

ELECTRIC 

E-1  . 

RM08-1 6-000  .  1 

Electric  Reliability  Organization  Interpretations  of  Frequency  Response  and  Bias  and 
Voltage  and  Reactive  Control  Reliability  Standards. 

E-2 . 

RR08-^-001,  RR08-4-002  .  | 

North  American  Electric  Reliability  Corporation. 

E-3 . 

OMITTED.  1 

E-4 . 

RC0&-7-000 . 1 

Constellation  Energy  Commodities  Group,  Inc. 

Western  Electricity  Coordinating  Council  Regional  Reliability  Standard  Regarding 

E-5  . 

RM08-1 2-000  .  j 

1 

Automatic  Time  Error  Correction. 

E-6  . 

RM05-35-000  .  > 

Standard  of  Review  for  Modifications  to  Jurisdictional  Agreements. 

E-7  . 

ER07-521-003,  ER07-521-004  .  i 

New  York  Independent  System  Operator,  Inc. 

E-8 . 

ER08-1 606-000 . 1 

ISO  New  England  Inc. 

E-9  . 

ELOO-95-164,  ELOO-95-200  .  i 

1 

San  Diego  Gas  &  Electric  Company  v.  Sellers  of  Energy  and  Ancillary  Services  Into 
Markets  Operated  by  the  California  Independent  System  Operator  Corporation  and 
the  California  Power  Exchange  Corporation. 

ELOO-98-184,  EL00-9&-185 .  j 

Investigation  of  Practices  of  the  California  Independent  System  Operator  Corporation 
and  the  California  Power  Exchange  Corporation. 

E-10 . 

OMITTED.  i 

E-11  . 

EL07-81-001  .  i 

NSTAR  Electric  Company  v.  ISO  New  England  Inc. 

E-1 2 . 

l 

! 

ER05-6-089  .  j 

ER05-6-034. 

ER0&-6-102. 

ER05-6-105.  : 

ER05-6-106.  i 

Midwest  Independent  Transmission  System  Operator,  Inc. 

EL04-1 35-092  . 

EL04-135-110.  j 
EL04-135-105.  1 
EL04-135-108. 

Midwest  Independent  Transmission  System  Operator,  Inc.  and  PJM  Interconnection, 
LL.C. 

] 

EL04-135-109. 

I 

I 

EL02-1 11-109  .  1 

i 

EL02-1 11-127.  ! 

EL02-1 11-122. 

EL02-1 11-125.  1 

Midwest  Independent  Transmission  System  Operator,  Inc.  and  PJM  Interconnection, 
L.L.C. 

EL02-1 11-126.  ! 

ELOa-212-105  .  1 

EL03-212-123. 

EL03-212-118. 

EL03-212-121. 

EL03-212-122. 

Ameren  Services  Company. 

E-1 3 . 

OMITTED. 

E-1 4  . 

ER08-1 567-000  .  ! 

Southern  California  Edison  Company. 

E-1 5  . 

OMITTED.  1 

E-1 6 . 

EC08-1 24-000  . 

SUEZ  Energy  North  America,  Inc. 

SUEZ  Bidco,  LLC. 

Energy  Capital  Partners  GP  1,  LLC. 
i  FirstLight  Power  Enterprises,  Inc. 

E-1 7 . 

ER02-2001-009,  ER07-559-000  . 

Electric  Ouarterly  Reports  Flat  Earth  Energy,  LLC. 

E-1 8  . 

PL09-2-000  . 

Material  Changes  in  Facts  that  Require  Notifications  Under  Commission  Regulations 
Under  the  Public  Utility  Holding  Company  Act  of  2005. 

E-1 9  . 

EC08-91-000,  EC08-91-001  . 

1  Horizon  Asset  Management,  Inc. 

E-20 . 

ER08-209-001  . 

i  Midwest  Independent  Transmission  System  Operator,  Inc. 

E-21  . 

EROO-3251-015,  EROO-3251-017  . 

Exelon  Generation  Company,  LLC. 

ER99-754-016.  ER99-754-017  . 

i  AmerGen  Energy  Company,  LLC. 

ER98-1 734-01 4,  ER98-1 734-01 6  . 

■  Commonwealth  Edison  Company. 

ER01 -191 9-011,  ER01-1919-013 . 

i  Exelon  Energy  Company. 

ER01 -1147-006,  ER01-1 147-007  . 

;  PEPCO  Energy  Company. 

ER01 -51 3-021  . 

!  Exelon  West  Medway,  LLC. 

ER01-51 3-022  . 

j  Exelon  Wyman,  LLC. 

Exelon  New  Boston,  LLC. 

Exelon  Framingham,  LLC.  • 

1  ER99-2404-011,  ER99-2404-012  . 

1  Exelon  New  England  Power  Marketing,  L.P. 

E-22  . 

jER08-4 12-002  . 

.  Commonwealth  Edison  Company  and  Exelon  Generation  Company,  LLC. 

GAS 

G-1  . 

RM08-2-000  . . 

Pipeline  Posting  Requirements  under  Section  23  of  the  Natural  Gas  Act. 

G-2  . 

RM08-1-001  . 

^  Promotion  of  a  More  Efficient  Capacity  Release  Market. 

G-3  . 

CP07-405-002  . 

!  Texas  Gas  Transmission,  LLC. 

G-4  . 

IS05-82-004,  IS05-82-005  . 

i  BP  Pipelines  (Alaska)  Inc. 
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Regular  Meeting— Continued 

[November  20,  2008;  10  a.m.] 


Item  No. 

Docket  No. 

Company 

IS05-80-004,  IS05-80-005  . 

ConocoPhillips  Transportation  Alaska  Inc. 

IS05-72-004,  IS05-72-005  . 

ExxonMobil  Pipeline  Company. 

IS05-96-004,  IS05-96-005  . 

Koch  Alaska  Pipeline  Company  LLC. 

IS05-1 07-003,  IS05-1 07-004  . 

Unocal  Pipeline  Company. 

OR05-2-003,  OR05-2-004  . 

State  of  Alaska  v.  BP  Pipelines  (Alaska)  Inc. 

ExxonMobil  Pipeline  Company. 

ConocoPhillips  T ransportation  Alaska,  Inc. 

Unocal  Pipeline  Conipany. 

Koch  Alaska  Pipeline  Company. 

OR05-3-014,  OR05-3-015 . . . 

Anadarko  Petroleum  Corporation  v.  TAPS  Carriers. 

OR05-1 0-003,  OR05-1 0-004  . 

BP  Pipelines  (Alaska)  Inc. 

IS06-70-002,  IS06-70-003  . 

BP  Pipelines  (Alaska)  Inc. 

IS06-71-002,  IS06-71-003  . 

ExxonMobil  Pipeline  Company. 

IS06-63-002,  IS06-63-003  . 

ConocoPhillips  Transportation  Alaska,  Inc. 

IS06-82-002.  IS06-82-003  . 

Unocal  Pipeline  Company. 

IS06-66-002,  IS06-66-003  . 

Koch  Alaska  Pipeline  Company. 

OR06-2-002,  OR06-2-003  . 

Anadarko  Petroleum  Corporation  v.  TAPS  Carriers. 

G-5  . 

RM09-2-000  . '. 

Contract  Reporting  Requirements  of  Intrastate  Natural  Gas  Companies. 

G-6  . 

RP08-606-000  . 

SG  Resources  Mississippi,  L.L.C. 

G-7  . 

RM07-20-000  . 

Fuel  Retention  Practices  of  Natural  Gas  Companies. 

HYDRO 


H-1  . 

P-1417-229  . 

Central  Nebraska  Public  Power  and  Irrigation  District. 

H-2 . 

P-1490-048  . 

Brazos  River  Authority. 

H-3 . 

P-6066-033  . 

McCallum  Enterprises  1,  Limited  Partnership. 

H-4 . 

P-9300-021  . 

James  Lichoulas,  Jr. 

H-5 . 

P-2082-049  . 

PacifiCorp. 

CERTIFICATES 

C-1  . 

CP02-229-004  . 

SG  Resources  Mississippi,  L.L.C. 

Kimberly  D.  Bose, 

Secretary. 

A  free  webcast  of  this  event  is 
available  through  http://www.ferc.gov. 
Anyone  with  Internet  access  who 
desires  to  view  this  event  can  do  so  by 
navigating  to  http://www.ferc.gov’s 
Calendar  of  Events  and  locating  this 
event  in  the  Calendar.  The  event  will 
contain  a  link  to  its  webcast.  The 
Capitol  Connection  provides  technical 
support  for  the  free  webcasts.  It  also 
offers  access  to  this  event  via  television 
in  the  DC  area  and  via  phone  bridge  for 
a  fee.  If  you  have  any  questions,  visit 
http://\M\'w.CapitolConnection.org  or 
contact  Danelle  Springer  or  David 
Reininger  at  703-993-3100. 

Immediately  following  the  conclusion 
of  the  Commission  Meeting,  a  press 
briefing  will  be  held  in  the  Commission 
Meeting  Room.  Members  of  the  public 
may  view  this  briefing  in  the  designated 
overflow  room.  This  statement  is 
intended  to  notify  the  public  that  the 
press  briefings  that  follow  Commission 
meetings  may  now  be  viewed  remotely 
at  Commission  headquarters,  but  will 
not  be  telecast  through  the  Capitol 
Connection  service. 

[FR  Doc.  E8-27410  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6717-01-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[EPA-HQ-OECA-2008-0368;  FRL-8741-8] 

Agency  Information  Collection 
Activities;  Submission  to  OMB  for 
Review  and  Approval;  Comment 
Request;  NSPS  for  Calciners  and 
Dryers  in  Mineral  Industries, 

(Renewal),  EPA  ICR  Number  0746.07, 
OMB  Control  Number  2060-0251 

AGENCY:  Environmental  Protection 
Agency  (EPA). 
action:  Notice. 

summary:  In  compliance  with  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et  seq.),  this  document  announces 
that  an  Information  Collection  Request 
(ICR)  has  been  forwarded  to  the  Office 
of  Management  and  Budget  (OMB)  for 
review  and  approval.  This  is  a  request^ 
to  renew  an  existing  approved 
collection.  The  ICR  which  is  abstracted 
below  describes  the  nature  of  the 
collection  and  the  estimated  burden  and 
cost. 

DATES:  Additional  comments  may  be 
submitted  on  or  before  December  18, 
2008. 


ADDRESSES:  Submit  your  comments, 
referencing  docket  ID  number  EPA- 
OECA-2008-0368,  to  (1)  EPA  online 
using  www.regulations.gov  (our 
preferred  method),  or  by  e-mail  to 
docket.oeca@epa.gov,  or  by  mail  to:  EPA 
Docket  Center  (EPA/DC),  Environmental 
Protection  Agency,  Enforcement  and 
Compliance  Docket  and  Information 
Center,  mail  code  2201T,  1200 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20460,  and  (2)  OMB  at; 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget  (OMB),  Attention:  Desk  Officer 
for  EPA,  725  17th  Street,  NW., 
Washington,  DC  20503. 

FOR  FURTHER  INFORMATION  CONTACT: 
Sounjay  Gairola,  Office  of  Enforcement 
and  Compliance  Assurance, 
Environmental  Protection  Agency,  1200 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20460;  telephone 
number:  (202)  564-4003;  e-mail  address: 
gairola.sounjay@epa.gov. 
SUPPLEMENTARY  INFORMATION:  EPA  has 
submitted  the  following  ICR  to  OMB  for 
review  and  approval  according  to  the 
procedures  prescribed  in  5  CFR  1320.12. 
On  May  30,  2008  (73  FR  31088),  EPA 
sought  comments  on  this  ICR  pursuant 
to  5  CFR  1320.8(d).  EPA  received  no 
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comments.  Any  additional  comments  on 
this  ICR  should  be  submitted  to  ERA 
and  OMB  within  30  days  of  this  notice. 

ERA  has  established  a  public  docket 
for  this  ICR  under  docket  ID  number 
ERA-HQ-OECA-2008-0368,  which  is 
available  for  public  viewing  online  at 
http:/ /w'v^'w. regulations. gov,  in  person 
viewing  at  the  Enforcement  and 
Compliance  Docket  in  the  ERA  Docket 
Center  (ERA/DC),  ERA  West,  Room 
3334, 1301  Constitution  Avenue,  NW., 
Washington,  DC.  The  ERA  Docket 
Center  Rublic  Reading  Room  is  open 
from  8:30  a.m.  to  4:30  p.m.,  Monday 
through  Friday,  excluding  legal 
holidays.  The  telephone  number  for  the 
Reading  Room  is  (202)  566-1744,  and 
the  telephone  number  for  the 
Enforcement  and  Compliance  Docket  is 
(202)  566-1927. 

Use  era’s  electronic  docket  and 
comment  system  at  http:// 

\u\'w. regulations. gov,  to  submit  or  view 
public  comments,  access  the  index 
listing  of  the  contents  of  the  docket,  and 
to  access  those  documents  in  the  docket 
that  are  available  electronically.  Once  in 
the  system,  select  “docket  search,”  then 
key  in  the  docket  ID  number  identified 
above.  Rlease  note  that  ERA’s  policy  is 
that  public  comments,  whether 
submitted  electronically  or  in  paper, 
will  be  made  available  for  public 
viewing  at  http:/ /w'w'v^-. regulations. gov, 
as  ERA  receives  them  and  without 
change,  unless  the  comment  contains 
copyrighted  material.  Confidential 
Business  Information  (CBI),  or  other 
information  whose  public  disclosure  is 
restricted  by  statute.  For  further 
information  about  the  electronic  docket, 
go  to  Vi'W’w. regulations. gov. 

Title:  NSRS  for  Calciners  and  Dryers 
in  Mineral  Industries  (Renewal). 

ICR  Numbers:  ERA  ICR  Number 
0746.07,  OMB  Control  Number  2060- 
0251. 

ICR  Status:  This  ICR  is  scheduled  to 
expire  on  January  31.  2009.  Under  OMB 
regulations,  the  Agency  may  continue  to 
conduct  or  sponsor  the  collection  of 
information  while  this  submission  is 
pending  at  OMB.  An  Agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
required  to  respond  to.  a  collection  of 
information  unless  it  displays  a 
currently  valid  OMB  control  number. 
The  OMB  control  numbers  for  ERA’s 
regulations  in  title  40  of  the  CFR,  after 
appearing  in  the  Federal  Register  when 
approved,  are  listed  in  40  CFR  part  9, 
and  displayed  either  by  publication  in 
the  Federal  Register  or  by  other 
appropriate  means,  such  as  on  the 
related  collection  instrument  or  form,  if 
applicable.  The  display  of  OMB  control 
numbers  in  certain  ERA  regulations  is 
consolidated  in  40  CFR  part  9. 


Abstract:  The  New  Source 
Rerformance  Standards  (NSRS)  for 
Calciners  and  Dryers  in  Mineral 
Industries  (40  CFR  part  60,  subpart 
UUU)  were  proposed  on  April  23,  1986 
and  promulgated  on  September  28, 

1992. 

The  affected  entities  are  subject  to  the 
General  Rrovisions  of  the  NSRA  at  40 
CFR  part  60,  subpart  A  and  any  changes, 
or  additions  to  the  General  Rrovisions 
specified  at  40  CFR  part  60,  subpart 
UUU. 

These  standards  apply  to  new, 
modified  and  reconstructed  calciners 
and  dryers  at  mineral  processing  plants 
that  process  or  produce  any  of  the 
following  minerals  and  their 
concentrates  or  any  mixture  of  which 
the  majority  is  any  of  the  following 
minerals  or  a  combination  of  these 
minerals:  Alumina,  ball  clay,  bentonite, 
diatomite,  feldspar,  fire  clay,  fuller’s 
earth,  gypsum,  industrial  sand,  kaolin, 
lightweight  aggregate,  m^nesium 
compounds,  perlite,  roofing  granules, 
talc,  titanium  dioxide,  and  vermiculite. 
Rarticulate  matter  is  the  pollutant 
regulated  under  this  subpart.  Feed  and 
product  conveyors  are  not  considered 
part  of  the  affected  facility.  Facilities 
subject  to  NSRS  subpart  LL.  Metallic 
Mineral  Rrocessing  Plants  are  not 
subject  to  this  standard.  There  are 
additional  processes  and  process  units 
at  mineral  processing  plants  listed  at 
60.730(b)  which  are  not  subject  to  the 
provisions  of  this  subpart. 

Owners  or  operators  are  also  required 
to  maintain  records  of  the  occurrence 
and  duration  of  any  startup,  shutdown, 
or  malfunction  in  the  operation  of  an 
affected  facility,  or  any  period  during 
which  the  monitoring  system  is 
inoperative.  Reports,  at  a  minimum,  are 
required  semiannually.  These 
notifications,  reports,  and  records  are 
essential  in  determining  compliance, 
and  are  required,  in  general,  of  all 
sources  subject  to  NSRS. 

Burden  Statement:The  annual  public 
reporting  and  recordkeeping  burden  for 
tbis  collection  of  information  is 
estimated  to  average  20  hours  per 
response.  Burden  means  the  total  time, 
effort,  or  financial  resources  expended 
by  persons  to  generate,  maintain,  retain, 
or  disclose  or  provide  information  to  or 
for  a  Federal  agency.  This  includes  the 
time  needed  to  review  instructions; 
develop,  acquire,  install,  and  utilize 
technology  and  systems  for  the  purposes 
of  collecting,  validating,  and  verifying 
information,  processing  and 
maintaining  information,  and  disclosing 
and  providing  information;  adjust  the 
existing  ways  to  comply  with  any 
previously  applicable  instructions  and 
requirements  which  have  subsequently 


changed;  train  personnel  to  be  able  to 
respond  to  a  collection  of  information; 
search  data  sources;  complete  and 
review  the  collection  of  information; 
and  transmit  or  otherwise  disclose  the 
information. 

Respondents/Affected  Entities: 
Calciners  and  dryers  at  mineral 
processing  plants  that  process  or 
produce  any  of  the  following  minerals 
and  their  concentrates  or  any  mixture  of 
which  the  majority  is  any  of  the 
following  minerals  or  a  combination  of 
these  minerals:  Alumina,  ball  clay, 
bentonite,  diatomite,  feldspar,  fire  clay, 
fuller’s  earth,  gypsum,  industrial  sand, 
kaolin,  lightweight  aggregate, 
magnesium  compounds,  perlite,  roofing 
granules,  talc,  titanium  dioxide,  and 
vermiculite. 

Estimated  Number  of  Respondents: 
167. 

Frequency  of  Response:  Initially, 
occasionally,  and  semi-annually. 

Estimated  Total  Annual  Hour  Burden: 
6,955. 

Estimated  Total  Annual  Cost: 
$674,485,  which  includes  $561,485  in 
Labor  costs,  $4,000  in  annualized 
capital  costs,  and  $109,000  in 
Operations  &  Maintenance  (O&M)  costs. 

Changes  in  the  Estimates:  There  is  no 
change  in  the  total  estimated  burden 
currently  identified  in  the  OMB 
Inventory  of  Approved  ICR  Burdens. 

Dated:  November  12.  2008. 
lohn  Moses. 

Acting  Director,  Collection  Strategies 
Division. 

(FR  Doc.  E8-27311  Filed  11-17-08;  8:45  am] 
BILLING  CODE  6560-50-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
(Docket  No.  FDA-2008-N-0397] 

Agency  information  Collection 
Activities;  Submission  for  Office  of 
Management  and  Budget  Review; 
Comment  Request;  State  Enforcement 
Notifications 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  a  proposed  collection  of 
information  has  been  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  and  clearance  under 
the  Raperwork  Reduction  Act  of  1995. 
DATES:  Fax  written  comments  on  the 
collection  of  information  bv  December 
19.  2008. 
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ADDRESSES:  To  ensure  that  comments  on 
the  information  collection  are  received, 
0MB  recommends  that  written 
comments  be  faxed  to  the  Office  of 
Information  and  Regulatory  Affairs, 
OMB,  Attn:  FDA  Desk  Officer,  FAX: 
202-395-6974,  or  e-mailed  to 

oira _ submission@omb.eop.gov.  All 

comments  should  be  identified  with  the 
OMB  control  number  0910-0275.  Also 
include  the  FDA  docket  number  found 
in  brackets  in  the  heading  of  this 
document. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jonna  Capezzuto,  Office  of  Information 
Management  {HFA-710),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville,  MD  20857,  301-796-3794. 


SUPPLEMENTARY  INFORMATION:  In 

compliance  with  44  U.S.C.  3507,  FDA 
has  submitted  the  following  proposed 
collection  of  information  to  OMB  for 
review  and  clearance. 

State  Enforcement  Notifications — (OMB 
Control  Number  0910-0275 — Extension) 

Section  310(b)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act)  (21 
U.S.C.  337(b))  authorizes  States  to 
enforce  certain  sections  of  the  act  in 
their  own  names,  but  provides  that 
States  must  notify  FDA  before  doing  so. 
Section  100.2(d)  (21  CFR  100.2(d))  sets 
forth  the  information  that  a  State  must 
provide  to  FDA  in  a  letter  of  notification 
when  it  intends  to  take  enforcement 


action  under  the  act  against  a  particular 
food  located  in  the  State.  The 
information  required  under  §  100.2(d) 
will  enable  FDA  to  identify  the  food 
against  which  the  State  intends  to  take 
action  and  advise  the  State  whether 
Federal  action  has  been  taken  against  it. 
With  certain  narrow  exceptions.  Federal 
enforcement  action  precludes  State 
action  under  the  act. 

In  the  Federal  Register  of  July  18, 
2008  (73  FR  41360),  FDA  published  a 
60-day  notice  requesting  public 
comment  on  the  information  collection 
provisions.  No  comments  were  received. 

FDA  estimates  the  burden  of  this 
collection  of  information  as  follows: 


Table  1.— Estimated  Annual  Reporting  Burden^ 


21  CFR  Section 

No.  of 

Respondents 

1 

Annual  Frequency 
per  Response 

,  Total  Annual 
Responses 

Hours  Per 
Response 

.Total  Hours 

100.2(d) 

1 

1  1 

1 

1 

_ !2j 

10 

^  There  are  no  capital  costs  or  operating  and  maintenance  costs  associated  with  this  collection  of  information. 


The  estimated  reporting  burden  for 
§  100.2(d)  is  minimal  because 
enforcement  notifications  are  seldom 
used  by  States.  During  the  last  3  years, 
FDA  has  not  received  any  new 
enforcement  notifications;  therefore,  the 
agency  estimates  that  one  or  fewer 
notifications  will  be  submitted 
annually.  Although  FDA  has  not 
received  any  new  enforcement 
notifications  in  the  last  3  years,  it 
believes  these  information  collection 
provisions  should  be  extended  to 
provide  for  the  potential  future  need  of 
a  State  government  to  submit 
enforcement  notifications  informing 
FDA  when  it  intends  to  take 
enforcement  action  under  the  act  against 
a  particular  food  located  in  the  State. 

Dated:  November  10,  2008. 

Jeffrey  Shuren, 

Associate  Commissioner  for  Policy  and 
Planning. 

IFR  Doc.  E8-27258  Filed  11-18-08;  8:45  am] 
BILUNG  CODE  4160-01-S 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 
[Docket  No.  FDA-2008-D-0559] 

Draft  Guidance  for  Industry  on  Process 
Validation:  General  Principles  and 
Practices;  Availability 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 


SUMMARY:  The  Food  and  Drug 
•Administration  (FDA)  is  announcing  the 
availability  of  a  draft  guidance  for 
industry  entitled  “Process  Validation: 
General  Principles  and  Practices.”  FDA 
is  revising  its  guidance  for  industry 
entitled  “Guideline  on  General 
Principles  of  Process  Validation,”  which 
issued  in  May  1987  (the  1987  guidance). 
The  revised  draft  guidance  promotes  a 
“lifecycle”  approach  to  process 
validation  that  includes  scientifically 
sound  design  practices,  robust 
qualification,  and  process  verification. 
When  finalized,  this  draft  guidance  will 
replace  the  1987  guidance. 

DATES:  Although  you  can  corrunent  on 
any  guidance  at  any  time  (see  21  CFR 
10.115(g)(5)),  to  ensure  that  the  agency 
considers  your  comments  on  this  draft 
guidance  before  it  begins  work  on  the 
final  version  of  the  guidance,  submit 
written  or  electronic  comments  on  the 
draft  guidance  by  January  20,  2009. 
ADDRESSES:  Submit  written  requests  for 
single  copies  of  the  draft  guidance  to  the 
Division  of  Drug  Information,  Center  for 
Drug  Evaluation  and  Research,  Food 
and  Drug  Administration,  10903  New 
Hampshire  Ave.,  Bldg.  51,  rm.  2201, 
Silver  Spring,  MD  20993-0002;  or  to  the 
Office  of  Communication,  Training,  and 
Manufacturers  Assistance  (HFM-40), 
Center  for  Biologies  Evaluation  and 
Research  (CBER),  Food  and  Drug 
Administration,  1401  Rockville  Pike, 
suite  200N,  Rockville,  MD  20852-1448; 
or  to  the  Communications  Staff  (HFV- 
12),  Center  for  Veterinary  Medicine, 
Food  and  Drug  Administration,  7519 


Standish  PL,  Rockville,  MD  20855.  Send 
one  self-addressed  adhesive  label  to 
assist  that  office  in  processing  your 
requests.  The  draft  guidance  may  also  be 
obtained  by  mail  by  calling  CBER  at  1- 
800-835^709  or  301-827-1800. 

Submit  written  comments  on  the  draft 
guidance  to  the  Division  of  Dockets 
Management  (HFA-305),  Food  and  Drug 
Administration,  5630  Fishers  Lane,  rm. 
1061,  Rockville,  MD  20852.  Submit 
electronic  comments  to  http:// 
www.regulations.gov.  See  the 
SUPPLEMENTARY  INFORMATION  section  for 
electronic  access  to  the  draft  guidance 
document. 

FOR  FURTHER  INFORMATION  CONTACT: 

Brian  Hasselbalch,  Center  for  Drug 
Evaluation  and  Research  (HFD-320), 
Food  and  Drug  Administration,  10903 
New  Hampshire  Ave.,  Bldg.  51,  rm. 
4364,  Silver  Spring,  MD  20993-0002, 
301-796-3279; 

Grace  McNally,  Center  for  Drug 

Evaluation  and  Research  (HFD-320), 
Food  and  Drug  Administration,  10903 
New  Hampshire  Ave.,  Bldg.  51,  rm. 
4374,  Silver  Spring,  MD  20993-0002, 
301-301-796-3286; 

Christopher  Joneckis,  Center  for 
Biologies  Evaluation  and  Research 
(HFM-1),  Food  and  Drug 
Administration,  1401  Rockville  Pike, 
suite  200N,  Rockville,  MD  20852- 
1448,  301-827-0373;  or 
Dennis  Bensley,  Center  for  Veterinary 
Medicine  (HFV-140),  Food  and  Drug 
Administration,  7500  Standish  PL, 
Rockville,  MD  20855,  301-827-6956. 
SUPPLEMENTARY  INFORMATION: 
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I.  Background 

FDA  is  announcing  the  availability  of 
a  draft  guidance  for  industry  entitled 
“Process  Validation:  General  Principles 
and  Practices.”  This  guidance  outlines 
the  general  principles  and  approaches 
that  FDA  considers  to  be  appropriate 
elements  of  process  validation  for  the 
manufacture  of  human  and  animal  drug 
and  biological  products,  including 
active  pharmaceutical  ingredients  (API 
or  drug  substance).  This  guidance 
incorporates  principles  and  approaches 
that  all  manufacturers  can  use  in 
validating  a  manufacturing  process. 

In  the  Federal  Register  of  May  11, 
1987  (52  F^R  17638),  FDA  issued  a  notice 
announcing  the  availability  of  a 
guidance  entitled  “Guideline  on  General 
Principles  of  Process  Validation”  (the 
1987  guidance).  Since  then,  we  have 
obtained  additional  experience  through 
our  regulatory  oversight  that  allow^s  us 
to  update  our  recommendations  to 
industr\'  on  this  topic.  The  draft 
guidance  conveys  FDA's  current 
thinking  on  process  validation  and  is 
consistent  with  basic  principles  first 
introduced  in  the  1987  guidance.  The 
draft  guidance  also  provides 
recommendations  that  reflect  some  of 
the  goals  of  FDA’s  initiative  entitled 
“Pharmaceutical  CGMPs  for  the  21st 
Centur\' — A  Risk-Based  Approach,” 
particularly  with  regard  to  the  use  of 
technological  advances  in 
pharmaceutical  manufacturing,  as  w'ell 
as  implementation  of  modern  risk 
management  and  quality  system  tools 
and  concepts.  When  finalized,  this 
guidance  will  replace  the  1987 
guidance. 

FDA’s  current  good  manufacturing 
practice  (CGMP)  regulations  for 
validating  pharmaceutical  (drug) 
manufacturing  require  that  drug 
products  be  produced  with  a  high 
degree  of  assurance  that  they  meet  all 
the  attributes  they  are  intended  to 
possess  (21  CFR  211.100(a)  and 
211.110(a)).  Effective  process  validation 
contributes  significantly  to  the 
assurance  of  drug  quality.  FDA  has  the 
authority  and  responsibility  to  inspect 
and  evaluate  process  validation 
performed  by  manufacturers. 

This  guidance  aligns  process 
validation  activities  with  the  product 
lifecycle  concept  and  with  existing  FDA 
guidance,  including  International 
Conference  on  Harmonisation  (ICH) 
guidance  documents,  “Q8 
Pharmaceutical  Development,”  “Q9 
Quality  Risk  Management,”  and  when  it 
is  finalized,  “QlO  Pharmaceutical 
Quality  System”  (a  notice  of  availability 
for  the  May  2007  ICH  QlO  draft 
guidance  published  in  the  Federal 


Register  on  July  13,  2007  (72  FR  38604)) 
(the  guidances  are  available  on  the 
Internet  at  http://www.fda.gov/cder/ 
guidance/index. htm).  The  lifecycle 
concept  links  product  and  process 
development,  qualification  of  the 
commercial  manufacturing  process,  and 
maintenance  of  the  process  in  a  state  of 
control  during  routine  commercial 
production.  This  guidance  promotes 
modern  manufacturing  principles, 
process  improvement  innovation,  and 
sound  science. 

This  draft  guidance  is  being  issued 
consistent  with  FDA’s  good  guidance 
practices  regulation  (21  CFR  10.115). 

The  draft  guidance,  when  finalized,  will 
represent  the  agency’s  current  thinking 
on  the  general  principles  and  practices 
of  process  validation.  It  does  not  create 
or  confer  any  rights  for  or  on  any  person 
and  does  not  operate  to  bind  FDA  or  the 
public.  An  alternative  approach  may  be 
used  if  such  approach  satisfies  the 
requirements  of  the  applicable  statutes 
and  regulations. 

II.  Paperwork  Reduction  Act  of  1995 

This  draft  guidance  contains 
information  collection  provisions  that 
are  subject  to  review  by  the  Office  of 
Management  and  Budget  (OMB)  under 
the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501-3520).  The  collection  of 
information  requested  in  the  draft 
guidance  is  covered  under  FDA 
regulations  at  21  CFR  part  211,  and  is 
approved  under  OMB  Control  Number 
0910-0139. 

III.  Comments 

Interested  persons  may  submit  to  the 
Division  of  Dockets  Management  (see 
ADDRESSES)  written  or  electronic 
comments  regarding  this  document. 
Submit  a  single  copy  of  electronic 
comments  or  two  paper  copies  of  any 
mailed  comments,  except  that 
individuals  may  submit  one  paper  copy. 
Comments  are  to  be  identified  with  the 
docket  number  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  be  seen- in  the  Division 
of  Dockets  Management  between  9  a.m. 
and  4  p.m.,  Monday  through  Friday. 

Please  note  that  on  January  15,  2008, 
the  FDA  Division  of  Dockets 
Management  Web  site  transitioned  to 
the  Federal  Dockets  Management 
System  (FDMS).  FDMS  is  a 
Government-wide,  electronic  docket 
management  system.  Electronic 
comments  or  submissions  will  be 
accepted  by  FDA  only  through  FDMS  at 
http://www.regulations.gov. 

IV.  Electronic  Access 

Persons  with  access  to  the  Internet 
may  obtain  the  document  at  http:// 


www.fda.gov/cder/guidance/index.htm, 
http ://  WWW.  f da  .gov/cber/ 
guidelines. h tin ,  h ttp:/ /www.fda .gov/ 
cvm/guidance/puhlished.htm,  or  http:// 
m^^v. regulations.gov. 

Dated:  November  10,  2008. 

Jeffery  Shuren, 

Associate  Commissioner  for  Policy  and 
Planning. 

[FR  Doc.  E8-27321  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4160-01-S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-2008-N-0038] 

Orthopaedic  and  Rehabilitation 
Devices  Panel  of  the  Medical  Devices 
Advisory  Committee;  Notice  of  Meeting 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

This  notice  announces  a  forthcoming 
meeting  of  a  public  advisory  committee 
of  the  Food  and  Drug  Administration 
(FDA).  The  meeting  will  be  open  to  the 
public. 

Name  of  Committee:  Orthopaedic  and 
Rehabilitation  Devices  Panel  of  the 
Medical  Devices  Advisory  Committee. 

General  Function  of  the  Committee: 

To  provide  advice  and 
recommendations  to  the  agency  on 
FDA’s  regulatory  issues. 

Date  and  Time:  The  meeting  will  be 
held  on  December  9,  2008,  from  8  a.m. 
to  5  p.m. 

Location:  Hilton  Washington  DC 
North/Gaithersburg,  Salons  A,  B,  and  C, 
620  Perry  Pkwy.,  Gaithersburg,  MD. 

Contact  Person:  Ronald  P.  Jean, 

Center  for  Devices  and  Radiological 
Health  (HFZ-410),  Food  and  Drug 
Administration,  9200  Corporate  Blvd., 
Rockville,  MD  20850,  240-276-3676,  or 
FDA  Advisory  Committee  Information 
Line,  1-800-741-8138  (301-443-0572 
in  the  Washington,  DC  area),  code 
3014512521.  Please  call  the  Information 
Line  for  up-to-date  information  on  this 
meeting.  A  notice  in  the  Federal 
Register  about  last  minute  modifications 
that  impact  a  previously  announced 
advisory  committee  meeting  cannot 
always  be  published  quickly  enough  to 
provide  timely  notice.  Therefore,  you 
should  always  check  the  agency’s  Web 
site  and  call  the  appropriate  advisory 
committee  hot  line/phone  line  to  learn 
about  possible  modifications  before 
coming  to  the  meeting. 

Agenda:  The  committee  will  discuss, 
make  recommendations  and  vote  on  a 
premarket  approval  application  for 
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Synvisc-One,  sponsored  by  Genzyme 
Corp.  This  device  is  indicated  for  the 
treatment  of  pain  in  osteoarthritis  of  the 
knee  in  patients  who  have  failed  to 
respond  adequately  to  conservative 
nonpharmacologic  therapy  and  simple 
analgesics,  e.g.,  acetaminophen. 

FDA  intends  to  make  background 
material  available  to  the  public  no  later 
than  2  business  days  before  the  meeting. 
If  FDA  is  unable  to  post  the  background 
material  on  its  Web  site  prior  to  the 
meeting,  the  background  material  will 
be  made  publicly  available  at  the 
location  of  the  advisory  committee 
meeting,  and  the  background  material 
will  be  posted  on  FDA’s  Web  site  after 
the  meeting.  Background  material  is 
available  at  http://www.fda.gov/ohrms/ 
dockets /ac/ acmenu.htm,  click  on  the 
year  2008  and  scroll  down  to  the 
appropriate  advisory  committee  link. 

Procedure:  Interested  persons  may 
present  data,  information,  or  views, 
orally  or  in  writing,  on  issues  pending 
before  the  committee.  Written 
submissions  may  be  made  to  the  contact 
person  on  or  before  November  25,  2008. 
Oral  presentations  from  the  public  will 
be  scheduled  for  30  minutes  at  the 
beginning  of  the  committee 
deliberations  and  for  30  minutes  near 
the  end  of  the  deliberations.  Those 
desiring  to  make  formal  oral 
presentations  should  notify  the  contact 
person  and  submit  a  brief  statement  of 
the  general  nature  of  the  evidence  or 
arguments  they  wish  to  present,  the 
names  and  addresses  of  proposed 
participants,  and  an  indication  of  the 
approximate  time  requested  to  make 
their  presentation  on  or  before 
November  19,  2008.  Time  allotted  for 
each  presentation  may  be  limited.  If  the 
number  of  registrants  requesting  to 
speak  is  greater  than  can  be  reasonably 
accommodated  during  the  scheduled 
open  public  hearing  session,  FDA  may 
conduct  a  lottery  to  determine  the 
speakers  for  the  scheduled  open  public 
hearing  session.  The  contact  person  will 
notify  interested  persons  regarding  their 
request  to  speak  by  November  20,  2008. 

Persons  attending  FDA’s  advisory 
committee  meetings  are  advised  that  the 
agency  is  not  responsible  for  providing 
access  to  electrical  outlets. 

FDA  welcomes  the  attendance  of  the 
public  at  its  advisory  committee 
meetings  and  will  make  every  effort  to 
accommodate  persons  with  physical 
disabilities  or  special  needs.  If  you 
require  special  accommodations  due  to 
a  disability,  please  contact  AnnMarie 
Williams,  Conference  Management 
Staff,  240-276-8932,  at  least  7  days  in 
advance  of  the  meeting. 

FDA  is  committed  to  the  orderly 
conduct  of  its  advisory  committee 


meetings.  Please  visit  our  Web  site  at 
http://www.fda.gov/oc/advisory/ 
default.htm  for  procedures  on  public 
conduct  during  advisory  committee 
meetings. 

Notice  of  this  meeting  is  given  under 
the  Federal  Advisory  Committee  Act  (5 
U.S.C.  app.  2). 

Dated:  November  10,  2008. 

Randall  W.  Lutter, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  E8-27255  Filed  11-18-08;  8:45  am] 
BILLING  CODE  41 60-01 -S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Heaith 

Office  of  the  Director,  National 
Institutes  of  Health;  Amended  Notice 
of  Meeting 

Notice  is  hereby  given  of  a  change  in 
the  meeting  of  the  Council  of  Councils, 
Noveihber  20,  2008,  8:30  a.m.  to 
November  21,  2008, 12:00  p.m.. 
National  Institutes  of  Health,  Building 
31,  31  Center  Drive,  Bethesda,  MD 
20892  which  was  published  in  the 
Federal  Register  on  November  6,  2008, 
73  FR  66052. 

The  closed  session  of  the  meeting  has 
been  cancelled.  The  meeting  will  be 
held  on  November  20-21,  2008.  The 
meeting  is  open  to  the  public. 

Dated:  November  10,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27264  Filed  11-17-08;  8:45  am] 
BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Eunice  Kennedy  Shriver  Nationai 
Institute  of  Child  Health  and  Human 
Development;  Notice  of  Ciosed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 


individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Child  Health  and  Human  Development 
Special  Emphasis  Panel  Evaluation  of  Fetal 
Structural  Malformations. 

Date:  November  17,  2008. 

Time:  3  p.m.  to  3  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6100 
Executive  Boulevard,  Room  5B01,  Rockville, 
MD  20852,  (Telephone  Conference  Call). 

Contact  Person:  Gopal  M.  Bhatnagar,  PhD, 
Scientific  Review  Administrator,  National 
Institute  of  Child  Health  and  Human 
Development,  National  Institutes  of  Health, 
6100  Bldg.  Rm.  5B01,  Rockville,  MD  20852, 
(301)  435-6889,  bhatnagg&mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.864,  Population  Research; 
93.865,  Research  for  Mothers  and  Children: 
93.929,  Center  for  Medical  Rehabilitation 
Research:  93.209,  Contraception  and 
Infertility  Loan  Repayment  Program,  National 
Institutes  of  Health,  HHS) 

Dated:  November  10,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

(FR  Doc.  E8-27253  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Heaith 

National  Heart,  Lung,  and  Blood 
Institute;  Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Heart,  Lung,  and 
Blood  Initial  Review  Group,  Heart,  Lung,  and 
Blood  Program  Project  Review  Committee. 
Date:  December  5,  2008. 

Time:  8  a.m.  to  2  p.m. 
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Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  7400  Wisconsin 
Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Jeffrey  H  Hurst,  PhD, 
Scientific  Review  Administrator,  Review 
Branch/DERA,  National  Heart,  Lung,  and 
Blood  Institute,  6701  Rockledge  Drive,  Room 
7208,  Bethesda,  MD  20892-7924,  301-435- 
0303,  hurstj@nhlbi.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.233,  National  Center  for 
Sleep  Disorders  Research;  93.837,  Heart  and 
Vascular  Diseases  Research;  93.838,  Lung 
Diseases  Research;  93.839,  Blood  Diseases 
and  Resources  Research,  National  Institutes 
of  Health,  HHS) 

Dated:  November  10,  2008 
Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27260  Filed  11-1 7-08;, 8:45  am] 
BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Heart,  Lung,  and  Blood 
Institute;  Amended  Notice  of  Meeting 

Notice  is  hereby  given  of  a  change  in 
the  meeting  of  the  National  Heart,  Lung, 
and  Blood  Institute  Special  Emphasis 
Panel,  November  24,  2008,  8:00  AM  to 
November  24,  2008,  5:00  PM,  Bethesda 
Marriott,  5151  Pooks  Hill  Road, 
Bethesda,  MD  20814  which  was 
published  in  the  Federal  Register  on 
November  3,  2008,  FR  E8-26098. 

The  panel  name  was  changed  from 
Research  Projects  in  Lung  Failure  to 
Heart,  Lung  and  Blood  Supplemental 
Studies  in  Clinical  Trials.  The  rest  of  the 
information  remains  the  same.  The 
meeting  is  closed  to  the  public. 

Dated:  November  10,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27262  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Mental  Health; 
Notice  of  Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meetings. 


The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Mental  Health  Special  Emphasis  Panel, 
POOLED  STATE  ADMINISTRATIVE  DATA 
RFA. 

Date:  December  2,  2008. 

Time:  2  p.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health, 
Neuroscience  Center,  6001  Executive 
Boulevard,  Rockville,  MD  20852.  (Telephone 
Conference  Call) 

Contact  Person:  Aileen  Schulte,  PhD, 
Scientific  Review  Administrator,  Division  of 
Extramural  Activities,  National  Institute  of 
Mental  Health,  NIH,  Neuroscience  Center, 
6001  Executive  Blvd,  Room  6140,  MSC  9608, 
Bethesda,  MD  20892-9608,  301-443-1225, 
aschulte@mail.nih  .gov. 

Name  of  Committee:  National  Institute  of 
Mental  Health  Special  Emphasis  Panel, 

NRSA  Training  Grants 

Date:  December  17,  2008. 

Time:  11:30  a.m.  to  12:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications.  .  • 

Place:  National  Institutes  of  Health, 
Neuroscience  Center,  6001  Executive 
Boulevard,  Rockville,  MD  20852.  (Telephone 
Conference  Call) 

Contact  Person:  Serena  P.  Chu,  PhD, . 
Scientific  Review  Administrator,  Division  of 
Extramural  Activities,  National  Institute  of 
Mental  Health,  NIH,  Neuroscience  Center, 
6001  Executive  Blvd.,  Room  6154,  MSC  9609, 
Rockville,  MD  20892,  301-443-0004, 
sechu@mail.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.242,  Mental  Health  Research 
Grants;  93.281,  Scientist  Development 
Award,  Scientist  Development  Award  for 
Clinicians,  and  Research  Scientist  Award; 
93.282,  Mental  Health  National  Research 
Service  Awards  for  Research  Training, 
National  Institutes  of  Health,  HHS) 

Dated;  November  7,  2008. 

Jennifer  Spaeth. 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27261  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Eunice  Kennedy  Shriver  National 
Institute  of  Child  Health  and  Human 
Development;  Notice  of  Closed 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  Appendix  2),  notice 
is  hereby  given  of  the  following 
meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Child  Health  and  Human  Development 
Special  Emphasis  Panel;  Biobehavioral 
Foundations  and  Development  of  Cognitive 
Competence. 

Date:  December  11,  2008. 

Time:  12:30p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6100 
Executive  Blvd.,  5B01,  Bethesda,  MD  20892, 
(Telephone  Conference  Call). 

Contact  Person:  Marita  R.  Hopmann,  PhD, 
Scientific  Review  Administrator,  Division  of 
Scientific  Review,  National  Institute  of  Child 
Health  and  Human  Development,  6100 
Building,  Room  5B01,  Bethesda,  MD  20892, 
(301)  435-6911,  hopmannm@mail.nih.gov. 
(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.864,  Population  Research: 
93.865,  Research  for  Mothers  and  Children; 
93.929,  Center  for  Medical  Rehabilitation 
Research;  93.209,  Contraception  and 
Infertility  Loan  Repayment  Program,  National 
Institutes  of  Health,  HHS) 

Dated:  November  7,  2008. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E8-27263  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4140-01-P 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


68435 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Office  of  the  Secretary 

[Docket  No.  OHS-2008-0178] 

Privacy  Act  of  1974;  Customs  and 
Border  Protection  Advanced 
Passenger  Information  System 
Systems  of  Records 

AGENCY:  Privacy  Office,  DHS. 

ACTION:  Notice  of  Privacy  Act  system  of 
records. 

SUMMARY:  Pursuant  to  the  Privacy  Act  of 
1974,  the  Department  of  Homeland 
Security  (DHS),  U.S.  Customs  and 
Border  Protection  (CBP)  gives  notice 
that  it  is  expanding  its  system  of  records 
for  collecting  certain  biographical 
information  on  all  passengers  and  crew 
members  who  arrive  in  or  depart  from, 
or  transit  through  (and  crew  that  over 
fly)  the  United  States  on  a  covered  air 
or  vessel  carrier,  and,  in  the  case  of  crew 
members,  those  who  continue 
domestically  on  a  foreign  air  or  vessel 
carrier,  to  additionally  encompass 
private  aircraft,  rail,  and  bus  travel.  The 
system  of  records  is  the  Advance 
Passenger  Information  System. 

DATES:  The  system  of  records  will  be 
effective  December  18,  2008. 

ADDRESSES:  You  may  submit  comments, 
identified  by  docket  number  DHS- 
2008-0178  by  one  of  the  following 
methods: 

•  Federal  e-RuIemaking  Portal: 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Fax; 1-866-466-5370. 

•  Mail:  Hugo  Teufel  111,  Chief  Privacy 
Officer,  Privacy  Office,  Department  of 
Homeland  Security,  Washington,  DC 
20528. 

•  Instructions:  All  submissions 
received  must  include  the  agency  name 
and  docket  number  for  this  rulemaking. 
All  comments  received  will  be  posted 
without  change  to  http:// 
www.reguIations.gov,  including  any 
personal  information  provided. 

•  Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received  go  to  http:// 
www.reguIations.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 

general  questions  please  contact; 
Laurence  E.  Castelli  (202-572-8790), 
Chief,  Privacy  Act  Policy  and 
Procedures  Branch,  U.S.  Customs  and 
Border  Protection,  Office  of 
International  Trade,  Regulations  & 
Rulings,  Mint  Annex,  1300 
Pennsylvania  Ave.,  NW.,  Washington, 
DC  20229.  For  privacy  issues  contact: 
Hugo  Teufel  III  (703-235-0780),  Chief 


Privacy  Officer,  Privacy  Office,  U.S. 
Department  of  Homeland  Security, 
Washington,  DC  20528. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Aviation  and  Transportation 
Security  Act  of  2001  and  the  Enhanced 
Border  Security  and  Visa  Entry  Reform 
Act  of  2002  provides  specific  authority 
for  the  mandatory  collection  of  certain 
information  on  all  passenger  and 
crewmembers  that  arrive  in  or  depart 
from  the  United  States  via  private 
aircraft,  commercial  air  or  vessel  carrier. 
Pursuant  to  existing  regulations  the 
information  is  required  to  be  collected 
and  submitted  to  CBP  as  APIS  data. 
Additionally,  rail  and  bus  carriers  may 
provide,  voluntarily,  similar 
information  pertaining  to  their 
passengers  and  crew,  who  arrive  in  or 
depart  from  the  United  States. 
References  to  the  types  of  information 
required  to  be  submitted  in  the  air  or 
vessel  environment  also  pertain  to  the 
types  of  information  that  may  be 
voluntarily  provided  in  the  rail  and  bus 
environments. 

The  information  that  is  required  to  be 
collected  and  submitted  to  APIS,  as  well 
as  information  which  may  be  provided 
voluntarily  by  bus  and  rail  carriers,  can 
be  found  on  routine  arrival/departure 
documents  that  passengers  and 
crewmembers  must  provide  to  CBP, 
when  entering  or  departing  the  United 
States.  APIS  includes  complete  name, 
date  of  birth,  gender,  country  of 
citizenship,  passport/alien  registration 
number  and  country  of  issuance, 
passport  expiration  date,  country  of 
residence,  status  on  board  the  aircraft, 
vessel,  or  train,  travel  document  type. 
United  States  destination  address  (for 
all  private  aircraft  passengers  and  crew, 
and  commercial  air,  rail,  and  vessel 
passengers  except  for  U.S.  Citizens, 
lawful  permanent  residents,  crew  and 
those  in  transit),  place  of  birth  and 
address  of  permanent  residence 
(commercial  flight  crew  only),  pilot 
certificate  number  and  country  of 
issuance  (flight  crew  only,  if  applicable) 
and  the  Passenger  Name  Record  (PNR) 
locator  number.  The  PNR  locator 
number  allows  CBP  to  access  PNR 
consistent  with  its  regulatory  authority 
under  19  CFR  122.49d  and  the  system 
of  records  notice  for  the  Automated 
Targeting  System,  DHS/CBP— 006, 
published  August  6,  2007,  72  FR  43650. 

Additionally,  commercial  air  and 
vessel  carriers  must  provide  the  airline 
carrier  code,  flight  number,  vessel  name, 
vessel  country  of  registry/flag. 
International  Maritime  Organization 
number  or  other  official  number  of  the 
vessel,  voyage  number,  date  of  arrival/ 


departure,  foreign  airport/port  where 
the  passengers  and  crew  members  began 
their  air/sea  transportation  to  the  United 
States:  for  commercial  aviation 
passengers  and  crew  members  destined 
for  the  United  States,  the  location  where 
the  passenger  and  crew  members  will 
undergo  customs  and  immigration 
clearance  by  CBP;  and  for  commercial 
passengers  and  crew  members  that  are 
transiting  through  (and  crew  on  flights 
over  flying)  the  United  States  and  not 
clearing  CBP,  the  foreign  airport/port  of 
ultimate  destination,  and  status  on 
board  (whether  an  individual  is  crew  or 
non-crew);  and  for  commercial 
passengers  and  crew  departing  the 
United  States,  the  final  foreign  airport/ 
port  of  arrival.  Lastly,  pilots  of  private 
aircraft  must  provide  the  aircraft 
registration  number,  type  of  aircraft,  call 
sign  (if  available),  CBP  issued  decal 
number  (if  available),  place  of  last 
departure  (ICAO  airport  code,  when 
available),  date  and  time  of  aircraft 
arrival  (or  departure,  for  departure 
notice),  estimated  time  and  location  of 
crossing  U.S.  border/coastline,  name  of 
intended  airport  of  first  landing,^ 
owner/lessee  name  (first,  last  and 
middle,  if  available,  or  business  entity 
name),  owner/lessee  address  (number 
and  street,  city,  state,  zip  code,  country, 
telephone  number,  fax  number  and 
email  address,  pilot/private  aircraft  pilot 
name  (last,  first  and  middle,  if 
available),  pilot  license  number,  pilot 
street  address  (number  and  street,  city 
state,  zip  code,  country,  telephone 
number,  fax  number  and  email  address), 
pilot  license  country  of  issuance, 
operator  name  (for  individuals:  Last, 
first  and  middle,  if  available,  or  name  of 
business  entity,  if  available),  operator 
street  address  (number  and  street,  city, 
state,  zip  code,  country,  telephone 
number,  fax  number  and  email  address), 
aircraft  color(s),  complete  itinerary 
(foreign  airport  landings  within  24 
hours  prior  to  landing  in  the  United 
States),  and  24-hour  Emergency  point  of 
contact  (e.g.,  broker,  dispatcher,  repair 
shop  or  other  third  party  who  is 
knowledgeable  about  this  particular 
flight,  etc.)  name  (first,  last,  and  middle 
(if  available)  and  telephone  number  (as 
applicable). 

CBP  will  collect  the  passengers’  and 
crewmembers’  information  that  is 
supplied  by  the  pilot  and/or  air,  vessel, 
bus,  or  rail  carrier  in  advance  of  a 
passenger’s  and  crewmember’s  arrival  in 
or  departure  from  (and,  for  crew  on 
flights  over  flying)  the  United  States  and 


2  As  listed  in  19  CFR  122.24,  if  applicable,  unless 
an  exemption  has  been  granted  under  19  CFR 
122.25,  or  the  aircraft  was  inspected  by  CBP 
Officers  in  the  U.S.  Virgin  Islands. 
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maintains  this  information  in  the 
Advance  Passenger  Information  System. 
The  information  will  be  used  to  perform 
counterterrorism  and/or  intelligence, 
law  enforcement,  and  public  security 
queries  to  identify  risks  to  the  aircraft  or 
vessel,  to  its  occupants,  or  to  the  United 
States  and  to  expedite  GBP  processing. 

Under  a  previous  revision  to  the  APIS 
rule  (72  FR  48342  (Aug.  23,  2007)),  GBP 
mandated  pre-departure  transmission  by 
air  and  vessel  carriers  of  personally 
identifiable  information  about 
passengers  and  crewmembers  (including 
“non-crew”  as  defined  in  the  2005  APIS 
Final  Rule)  traveling  by  air  or  sea,  and 
arriving  in,  or  departing  from  (and,  in 
the  case  of  crew,  flights  overflying),  the 
United  States.  See  also  (70  FR  17852 
(Apr.  7,  2005).  Under  the  most  recent 
Final  Rule  revision  to  APIS,  GBP 
amended  its  regulations  to  extend  this 
requirement  to  private  aircraft 
passengers  and  crew  as  well.  This 
information  is  often  collected  and 
maintained  on  what  is  referred  to  as  the 
manifest.  The  information  that  is 
required  to  be  collected  and  submitted 
to  APIS,  or  which  may  be  provided 
voluntarily  by  carriers  in  the  rail  and 
bus  environments,  can  be  found  on 
routine  travel  documents  that 
passengers  and  crewmembers  must 
provide  when  processed  into  or  out  of 
the  United  States. 

The  purpose  of  the  information 
collection  is  to  screen  passengers  and 
crew  members  arrixdng  from  foreign 
travel  points  and  departing  the  United 
States  to  identify  those  persons  who 
may  pose  a  risk  to  border,  aviation  or 
public  security,  may  be  a  terrorist  or 
suspected  terrorist  or  affiliated  with  or 
suspected  of  being  affiliated  with 
terrorists,  may  be  inadmissible,  may  be 
a  person  of  interest,  or  may  otherwise  be 
engaged  in  activity  in  violation  of  U.S. 
law,  or  the  subject  of  wants  or  warrants. 
The  system  allows  GBP  to  facilitate 
effectively  and  efficiently  the  entry  and 
departure  of  legitimate  travelers  into 
and  from  the  United  States.  Using  APIS, 
DHS  officers  can  quickly  reference  the 
results  of  the  advanced  research  that  has 
been  conducted  through  GBP’s  law 
enforcement  databases,  including 
information  from  the  TSDB  and 
information  on  individuals  with 
outstanding  wants  or  warrants,  confirm 
the  accuracy  of  that  information  by 
comparison  with  information  obtained 
from  the  traveler  (passenger  and  crew) 
and  from  the  carriers,  and  make 
immediate  determinations  as  to  a 
traveler’s  security  risk,  admissibility 
and  other  determinations  bearing  on 
GBP’s  inspectional  and  screening 
processes. 


Information  collected  in  APIS  is 
maintained  for  a  period  of  no  more  than 
twelve  months  from  the  date  of 
collection  at  which  time  the  data  is 
erased  from  APIS.  Following  GBP 
processing,  a  copy  of  certain 
information  is  transferred  to  the  Border 
Grossing  Information  System,  a 
subsystem  of  the  Information 
Technology  platform,  TEGS.  During 
physical  processing  at  the  border, 
primary  inspection  lane  and  ID 
inspector  are  added  to  APIS  and  the 
APIS  information  is  verified.  This 
information  derived  from  APIS  includes 
(or  in  the  case  of  rail/bus,  may  include): 
Gomplete  name,  date  of  birth,  gender, 
date  of  arrival,  date  of  departure,  time 
arrived,  means  of  arrival  (air/sea/rail/ 
bus),  travel  document,  departure 
location,  airline  code,  flight  number, 
and  the  result  of  the  GBP  processing. 
Additionally,  for  individuals  subject  to 
US- VISIT  requirements,  a  copy  of 
certain  APIS  data  is  transferred  to  the 
Arrival  and  Departure  Information 
System  (ADIS)  for  effective  and  efficient 
tracking  of  foreign  nationals,  including 
the  identification  of  lawfully  admitted 
non-immigrants  who  remain  in  the 
United  States  beyond  the  period  of 
authorized  stay.  US-VISI'T  currently 
applies  to  all  visitors  (with  limited 
exemptions).  The  SORN  for  ADIS  was 
last  published  on  August  22,  2007  (72 
FR  47057).  The  information  transferred 
from  APIS  to  ADIS  includes:  Gomplete 
name,  date  of  birth,  gender,  citizenship, 
country  of  residence,  status  on  board  the 
vessel,  U.S.  destination  address, 
passport  number,  expiration  date  of 
passport,  country  of  issuance  (for  non¬ 
immigrants  authorized  to  work),  alien 
registration  number,  port  of  entry,  entry 
date,  port  of  departure,  and  departure 
date. 

II.  Privacy  Act 

The  Privacy  Act  embodies  fair 
information  principles  in  a  statutory 
framework  governing  the  means  by 
which  the  United  States  Government 
collects,  maintains,  uses  and 
disseminates  personally  identifiable 
information.  The  Privacy  Act  applies  to 
information  that  is  maintained  in  a 
“system  of  records.”  A  “system  of 
records”  is  a  group  of  any  records  under 
the  control  of  an  agency  from  which 
information  is  retrieved  by  the  name  of 
the  individual  or  by  some  identifying 
number,  symbol,  or  other  identifying 
particular  assigned  to  the  individual.  In 
the  Privacy  Act,  an  individual  is  defined 
to  encompass  United  States  citizens  and 
lawful  permanent  residents.  APIS 
involves  the  collection  of  information 
that  will  be  maintained  in  a  system  of 
records.  As  a  matter  of  policy,  DHS 


extends  administrative  Privacy  Act 
protections  to  all  individuals  where 
systems  of  records  maintain  information 
on  U.S.  citizens,  lawful  permanent 
residents,  and  visitors.  Individuals  may 
request  access  to  their  own  records  that 
are  maintained  in  a  system  of  records  in 
the  possession  or  under  the  control  of 
DHS  by  complying  with  DHS  Privacy 
Act  regulations,  6  GFR  Part  5. 

The  Privacy  Act  requires  each  agency 
to  publish  in  the  Federal  Register  a 
description  denoting  the  type  and 
character  of  each  system  of  records  that 
the  agency  maintains,  and  the  routine 
uses  that  are  contained  in  each  system 
to  make  agency  recordkeeping  practices 
transparent,  to  notify  individuals 
regarding  the  uses  to  which  personally 
identifiable  information  is  put,  and  to 
assist  the  individual  to  more  easily  find 
such  files  wdthin  the  agency.  Below  is 
the  description  of  system  of  records 
referred  to  as  the  Advanced  Passenger 
Information  System. 

In  accordance  with  5  U.S.G.  552a(r),  a 
report  concerning  this  record  system  has 
been  sent  to  the  Office  of  Management 
and  Budget  and  to  the  Gongress. 

SYSTEM  OF  records: 

DHS/GBP-005. 

SYSTEM  NAME: 

Advanced  Passenger  Information 
System  (APIS). 

SECURITY  CLASSIFICATION: 

Unclassified. 

SYSTEM  LOCATION: 

This  computer  database  is  located  at 
U.S.  Gustoms  and  Border  Protection 
(GBP)  National  Data  Genter  in 
Washington,  DG.  Gomputer  terminals 
are  located  at  customhouses,  border 
ports  of  entry,  airport  inspection 
facilities  under  the  jurisdiction  of  the 
Department  of  Homeland  Security 
(DHS)  and  other  locations  at  which  DHS 
authorized  personnel  may  be  posted  to 
facilitate  DHS’s  mission.  Terminals  may 
also  be  located  at  appropriate  facilities 
for  other  participating  government 
agencies. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Gategories  of  individuals  covered  by 
this  notice  consist  of: 

A.  Passengers  who  arrive  and  depart 
the  United  States  by  air,  sea,  rail,  and 
bus,  including  those  in  transit  through 
the  United  States  or  beginning  or 
concluding  a  portion  of  their 
international  travel  by  flying 
domestically  within  the  United  States, 

B.  Grew  members  who  arrive  and 
depart  the  United  States  by  air,  sea,  rail, 
and  bus,  including  those  in  transit 
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through  the  United  States  or  beginning 
or  concluding  a  portion  of  their 
international  travel  by  flying 
domestically  within  the  United  States, 
and 

C.  Crew  members  on  aircraft  that  over 
fly  the  United  States. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

The  records  in  the  database  are 
comprised  of  the  following  information: 
complete  name,  date  of  birth,  gender, 
country  of  citizenship,  passport/alien 
registration  number  and  country  of  , 
issuance,  passport  expiration  date, 
country  of  residence,  status  on  board  the 
aircraft,  travel  document  type.  United 
States  destination  address  (for  all 
private  aircraft  passengers  and  crew, 
and  commercial  air,  rail,  bus,  and  vessel 
passengers  except  for  U.S.  Citizens, 
lawful  permanent  residents,  crew  and 
those  in  transit),  place  of  birth  and 
address  of  permanent  residence 
(commercial  flight  crew  only),  pilot 
certificate  number  and  country  of 
issuance  (flight  crew  only,  if 
applicable),  the  PNR  locator  number, 
primary  inspection  lane,  ID  inspector, 
and  records  containing  the  results  of 
comparisons  of  individuals  to 
information  maintained  in  CBP’s  law 
enforcement  databases,  as  well  as 
information  from  the  TSDB,  information 
on  individuals  with  outstanding  wants 
or  warrants,  and  information  from  other 
government  agencies  regarding  high  risk 
parties. 

In  addition,  air  and  sea  carriers  or 
operators,  covered  by  the  APIS  rules, 
and  rail  and  bus  carriers,  to  the  extent 
voluntarily  applicable,  transmit  or 
provide,  respectively,  to  CBP  the 
following  information;  Airline  carrier 
code,  flight  number,  vessel  name,  vessel 
country  of  registry/flag.  International 
Maritime  Organization  number  or  other 
official  number  of  the  vessel,  voyage 
number,  date  of  arrival/departure, 
foreign  airport/port  where  the 
passengers  and  crew  members  began 
their  air/sea  transportation  to  the  United 
States;  for  passengers  and  crew 
members  destined  for  the  United  States, 
the  location  where  the  passengers  and 
crew  members  will  undergo  customs 
and  immigration  clearance  by  CBP;  and 
for  passengers  and  crew  members  that 
are  transiting  through  (and  crew  on 
flights  over  flying)  the  United  States  and 
not  clearing  CBP,  the  foreign  airport/ 
port  of  ultimate  destination;  and  for 
passengers  and  crew  departing  the 
United  States,  the  final  foreign  airport/ 
port  of  arrival. 

Lastly,  pilots  of  private  aircraft  must 
provide  the  aircraft  registration  number, 
type  of  aircraft,  call  sign  (if  available), 
CBP  issued  decal  number  (if  available). 


place  of  last  departure  (ICAO  airport 
code,  when  available),  date  and  time  of 
aircraft  arrival,  estimated  time  and 
location  of  crossing  U.S.  border/ 
coastline,  name  of  intended  airport  of 
first  landing, 2  owner/lessee  name  (first, 
last  and  middle,  if  available,  or  business 
entity  name),  owner/lessee  address 
(number  and  street,  city,  state,  zip  code, 
country,  telephone  number,  fax  number 
and  email  address,  pilot/private  aircraft 
pilot  name  (last,  first  and  middle,  if 
available),  pilot  license  number,  pilot  . 
street  address  (number  and  street,  city, 
state,  zip  code,  country,  telephone 
number,  fax  number  and  email  address), 
pilot  license  country  of  issuance, 
operator  name  (for  individuals:  Last, 
first  and  middle,  if  available,  or  name  of 
business  entity,  if  available),  operator 
street  address  (number  and  street,  city, 
state,  zip  code,  country,  telephone 
number,  fax  number  and  email  address), 
aircraft  color(s),  complete  itinerary 
(foreign  airport  landings  within  24 
hours  prior  to  landing  in  the  United 
States),  and  24-hour  Emergency  point  of 
contact  (e.g.,  broker,  dispatcher,  repair 
shop  or  other  third  party  who  is 
knowledgeable  about  this  particular 
flight,  etc.)  name  (first,  last,  and  middle 
(if  available)  and  telephone  number. 
Incident  to  the  transmission  of  required 
information  via  eAPIS,  records  will  also 
incorporate  the  pilot’s  email  address. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

The  Aviation  and  Transportation 
Security  Act  of  2001,  the  Enhanced 
Border  Security  and  Visa  Reform  Act  of 
2002,  and  the  Intelligence  Reform  and 
Terrorism  Prevention  Act  of  2004,  also 
the  Tariff  Act  of  1930,  as  amended, 
including  19  U.S.C.  58b,  66,  1431,  1433, 
1436, 1448, 1459,  1590,  1594,  1623, 
1624,  1644, and  1644a. 

PURPOSE(S): 

The  purpose  of  the  collection  is  to 
screen  passengers  and  crew  arriving  in, 
transiting  through  and  departing  from 
(and  in  the  case  of  crew,  overflying)  the 
United  States  to  identify  those 
passengers  and  crew  who  may  pose  a 
risk  to  border,  aviation,  vessel,  rail,  bus, 
or  public  security,  may  be  a  terrorist  or 
suspected  terrorist  or  affiliated  with  or 
suspected  of  being  affiliated  with 
terrorists,  may  be  inadmissible,  may  be 
a  person  of  interest,  or  may  otherwise  be 
engaged  in  activity  in  violation  of  U.S. 
law,  or  the  subject  of  wants  or  warrants. 

APIS  allows  CBP  to  facilitate  more 
effectively  and  efficiently  the  entry  of 
legitimate  travelers  into  the  United 


2  As  listed  in  19  CFR  122.24,  if  applicable,  unless 
an  exemption  has  been  granted  under  19  CFR 
122.25,  or  the  aircraft  was  inspected  by  CBP 
Officers  in  the  U.S.  Virgin  Islands. 


States  and  the  departure  of  legitimate 
travelers  from  the  United  States.  As 
travelers  prepare  to  depart  for  or  from 
the  United  States,  DHS  officers,  using 
APIS,  can  quickly  cross-reference  the 
results  of  the  advanced  research  that  has 
been  conducted  through  CBP’s  law 
enforcement  databases,  as  well  as  using 
information  from  the  TSDB,  information 
on  individuals  with  outstanding  wants 
or  warrants,  and  information  from  other 
government  agencies  regarding  high  risk 
parties,  confirm  the  accuracy  of  that 
information  by  comparison  of  it  with 
information  obtained  from  the  traveler 
and  from  the  carriers,  and  make 
immediate  determinations  with  regard 
to  the  traveler’s  security  risk, 
admissibility  and  other  determinations 
bearing  on  CBP’s  inspectional  and 
screening  processes. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b)  of  the  Privacy  Act,  all  or  a 
portion  of  the  records  or  information 
contained  in  this  system  may  be 
disclosed  outside  DHS  as  a  routine  use 
pursuant  to  5  U.S.C.  552a(b)(3)  as 
follows: 

A.  To  the  U.S.  Department  of  Justice 
(including  U.S.  Attorney  offices)  or 
other  Federal  agency  conducting 
litigation  or  in  proceedings  before  any 
court,  adjudicative  or  administrative 
body,  when  it  is  necessary  to  the 
litigation  and  one  of  the  following  is  a 
party  to  the  litigation  or  has  an  interest 
in  such  litigation:  (1)  DHS,  or  (2)  any 
employee  of  DHS  in  his/her  official 
capacity,  or  (3)  any  employee  of  DHS  in 
his/her  individual  capacity  where  DOJ 
or  DHS  has  agreed  to  represent  said 
employee,  or  (4)  the  United  States  or 
any  agency  thereof; 

B.  To  a  Congressional  office,  for  the 
record  of  an  individual  in  response  to 
an  inquiry  from  that  Congressional 
office  made  at  the  request  of  the 
individual  to  whom  the  record  pertains; 

C.  To  the  National  Archives  and 
Records  Administration  or  other  Federal 
government  agencies  pursuant  to 
records  management  inspections  being 
conducted  under  the  authority  of  44 
U.S.C.  Sections  2904  and  2906; 

D.  To  an  agency,  organization,  or 
individual  for  the  purposes  of 
performing  audit  or  oversight  operations 
as  authorized  by  law  but  only  such 
information  as  is  necessary  and  relevant 
to  such  audit  or  oversight  function; 

E.  To  appropriate  agencies,  entities, 
and  persons  when  (1)  it  is  suspected  or 
confirmed  that  the  security  or 
confidentiality  of  information  in  the 
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system  of  records  has  been 
compromised;  (2)  CBP  has  determined 
that  as  a  result  of  the  suspected  or 
confirmed  compromise  there  is  a  risk  of 
harm  to  economic  or  property  interests, 
identity  theft  or  fraud,  or  harm  to  the 
security  or  integrity  of  this  system  or 
other  systems  or  programs  (whether 
maintained  by  CBP  or  another  agency  or 
entity)  or  harm  to  the  individual  that 
rely  upon  the  compromised 
information;  and  (3)  the  disclosure  is 
made  to  such  agencies,  entities,  and 
persons  when  reasonably  necessary  to 
assist  in  connection  with  the  CBP’s 
efforts  to  respond  to  the  suspected  or 
confirmed  compromise  and  prevent, 
minimize,  or  remedy  such  harm. 

F.  To  contractors,  grantees,  experts, 
consultants,  and  others  performing  or 
working  on  a  contract,  service,  grant, 
cooperative  agreement,  or  other 
assignment  for  the  Federal  government, 
when  necessary  to  accomplish  an 
agency  function  related  to  this  system  of 
records,  in  compliance  with  the  Privacy 
Act  of  1974,  as  amended; 

G.  To  appropriate  Federal,  State, 
local,  international,  tribal,  or  foreign 
governmental  agencies  or  multilateral 
governmental  organizations  responsible 
for  investigating  or  prosecuting  the 
violations  of,  or  for  enforcing  or 
implementing,  a  statute,  rule, 
regulation,  order,  license,  or  treaty 
where  DHS  determines  that  the 
information  would  assist  in  the 
enforcement  of  civil  or  criminal  laws. 

H.  To  a  Federal,  State,  or  local  agency, 
or  other  appropriate  entity  or 
individual,  or  through  established 
liaison  channels  to  selected  foreign 
governments,  in  order  to  provide 
intelligence,  counterintelligence,  or 
other  information  for  the  purposes  of 
intelligence,  counterintelligence,  or 
antiterrorism  activities  authorized  by 
U.S.  law.  Executive  Order,  or  other 
applicable  national  security  directive. 

I.  To  a  Federal,  State,  tribal,  local  or 
foreign  government  agency  or 
organization,  or  international 
organization,  lawfully  engaged  in 
collecting  law  enforcement  intelligence 
information,  whether  civil  or  criminal, 
or  charged  with  investigating, 
prosecuting,  enforcing  or  implementing 
civil  or  criminal  laws,  related  rules, 
regulations  or  orders,  to  enable  these 
entities  to  carry  out  their  law 
enforcement  responsibilities,  including 
the  collection  of  law  enforcement 
intelligence. 

].  To  Federal  and  foreign  government 
intelligence  or  counterterrorism 
agencies  or  components  where  DHS 
reasonably  believes  there  to  be  a  threat 
or  potential  threat  to  national  or 
international  security  for  which  the 


information  may  be  useful  in  countering 
the  threat  or  potential  threat,  when  DHS 
reasonably  believes  such  use  is  to  assist 
in  anti-terrorism  efforts,  and  disclosure 
is  appropriate  to  the  proper  performance 
of  the  official  duties  of  the  person 
making  the  di.sclosure. 

K.  To  an  organizatibn  or  individual  in 
either  the  public  or  private  sector,  either 
foreign  or  domestic,  where  there  is  a 
reason  to  believe  that  the  recipient  is  or 
could  become  the  target  of  a  particular 
terrorist  activity  or  conspiracy,  to  the 
extent  the  information  is  relevant  to  the 
protection  of  life,  property  or  other  vital 
interests  of  a  data  subject  and  disclosure 
is  proper  and  consistent  with  the  official 
duties  of  the  person  making  the 
disclosure; 

L.  To  appropriate  Federal,  state,  local, 
tribal,  or  foreign  governmental  agencies 
or  multilateral  governmental 
organizations,  for  the  purpose  of 
protecting  the  vital  interests  of  a  data 
subject  or  other  persons,  including  to 
assist  such  agencies  or  organizations  in 
preventing  exposure  to  or  transmission 
of  a  communicable  or  quarantinable 
disease  or  for  combating  other  . 
significant  public  health  threats; 
appropriate  notice  will  be  provided  of 
any  identified  health  threat  or  risk; 

M.  To  a  court,  magistrate,  or 
administrative  tribunal  in  the  course  of 
presenting  evidence,  including 
disclosures  to  opposing  counsel  or 
witnesses  in  the  course  of  civil 
discovery,  litigation,  or  settlement 
negotiations,  or  in  response  to  a 
subpoena,  or  in  connection  with 
criminal  law  proceedings; 

N.  To  third  parties  during  the  course 
of  an  law  enforcement  investigation  to 
the  extent  necessary  to  obtain 
information  pertinent  to  the 
investigation,  provided  disclosure  is 
appropriate  in  the  proper  performance 
of  the  official  duties  of  the  officer 
making  the  disclosure; 

O.  To  an  appropriate  Federal,  state, 
local,  tribal,  territorial,  foreign,  or 
international  agency,  if  the  information 
is  relevant  and  necessary  to  a  requesting 
agency’s  decision  concerning  the  hiring 
or  retention  of  an  individual,  or 
issuance  of  a  security  clearance,  license, 
contract,  grant,  or  other  benefit,  or  if  the 
information  is  relevant  and  necessary  to 
a  DHS  decision  concerning  the  hiring  or 
retention  of  an  employee,  the  issuance 
of  a  security  clearance,  the  reporting  of 
an  investigation  of  an  employee,  the 
letting  of  a  contract,  or  the  issuance  of 

a  license,  grant  or  other  benefit  and 
when  disclosure  is  appropriate  to  the 
proper  performance  of  the  official  duties 
of  the  person  making  the  request; 

P.  To  appropriate  Federal,  state,  local, 
tribal,  or  foreign  governmental  agencies 


or  multilateral  governmental 
organizations  where  CBP  is  aware  of  a 
need  to  utilize  relevant  data  for 
purposes  of  testing  new  technology  and 
systems  designed  to  enhance  border 
security  or  identify  other  violations  of 
law; 

Q.  To  the  carrier  who  submitted 
traveler,  passenger,  or  crew  information 
to  CBP,  but  only  to  the  extent  that  CBP 
provides  a  message  indicating  that  the 
individual  is  “cleared”  or  “not  cleared” 
to  board  the  aircraft  or  depart  on  the 
vessel  in  response  to  the  initial 
transmission  of  information  (including, 
where  applicable,  the  individual’s  ESTA 
status  as  discussed  in  The  System  of 
Record  Notice  for  ESTA,  DHS/CBP-009, 
published  at  73  FR  32720  (June  10, 
2008)),  or  is  identified  as  a  “selectee”. 

DISCLOSURE  TO  CONSUMER  REPORTING 
AGENCIES: 

None. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

The  data  is  stored  electronically  at  the 
CBP  Data  Center  for  current  data  and 
offsite  at  an  alternative  data  storage 
facility  for  historical  logs  and  system 
backups. 

retrievability: 

The  data  is  retrievable  by  name  or 
other  unique  personal  identifier  from  an 
electronic  database. 

safeguards: 

Information  in  this  system  is 
safeguarded  in  accordance  with 
applicable  laws,  rules,  and  policies.  All 
records  are  protected  from  unauthorized 
access  through  appropriate 
administrative,  physical,  and  technical 
safeguards.  These  safeguards  include 
role-based  access  provisions,  restricting 
access  to  authorized  personnel  who 
have  a  need-to-know,  using  locks,  and 
password  protection  identification 
features.  DHS  file  areas  are  locked  after 
normal  duty  hours  and  the  facilities  are 
protected  from  the  outside  by  security 
personnel. 

The  sy.stem  manager,  in  addition,  has 
the  capability  to  maintain  system  back¬ 
ups  for  the  purpose  of  supporting 
continuity  of  operations  and  the  discrete 
need  to  isolate  and  copy  specific  data 
access  transactions  for  the  purpose  of 
conducting  security  incident 
investigations. 

All  communication  links  with  the 
CBP  datacenter  are  encrypted.  The 
Databases  are  fully  Certified  and 
Accredited  in  accordance  with  the 
requirements  of  the  Federal  Information 
Security  Management  Act  (FISMA). 
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Although  separate  notice  is  being 
provided  for  APIS,  it  continues  to 
operate  within  the  TECS  information 
technology  system  architecture: 
therefore  APIS’s  technical  infrastructure 
is  covered  by  the  approved  TECS 
Certification  and  Accreditation  under 
the  National  Institute  of  Standards  and 
Technology.  The  last  certification  was 
in  January  2006. 

RETENTION  AND  DISPOSAL: 

Information  collected  in  APIS  is 
maintained  in  this  system  for  a  period 
of  no  more  than  twelve  months  from  the 
date  of  collection  at  which  time  the  data 
is  erased  from  APIS.  As  part  of  the 
vetting  and  CBP  clearance  (immigration 
and  customs  screening  and  inspection) 
of  a  traveler,  information  from  APIS  is 
copied  to  the  Border  Crossing 
Information  System,  a  subsystem  of 
TECS.  Additionally,  for  individuals 
subject  to  US-VISIT  requirements,  a 
copy  of  certain  APIS  data  is  transferred 
to  the  Arrival  and  Departure 
Information  System  (ADIS)  for  effective 
and  efficient  processing  of  foreign 
nationals.  The  SORN  for  ADIS  was  last 
published  on  August  22,  2007  (72  FR 
47057).  Different  retention  periods 
apply  for  APIS  data  contained  in  those 
systems. 

SYSTEM  MANAGER  AND  ADDRESS: 

Director,  Office  of  Automated 
Systems,  U.S.  Customs  and  Border 
Protection  Headquarters,  1300 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20229. 

NOTIFICATION  PROCEDURE: 

DHS  allows  persons  (including 
foreign  nationals)  to  seek  administrative 
access  under  the  Privacy  Act  to 
information  maintained  in  APIS. 

Persons  may  only  seek  access  to  APIS 
data  that  has  been  provided  by  the 
carrier  and  of  which  they  are  the 
subject.  To  determine  whether  APIS 
contains  records  relating  to  you,  write  to 
the  Customer  Service  Center, 
OPA-CSC-Rosslyn,  U.S.  Customs  and 
Border  Protection,  1300  Pennsylvania 
Avenue,  NW.,  Washington,  DC  20229 
(phone:  877-CBP-5511). 

RECORD  ACCESS  PROCEDURES: 

Requests  for  notification  or  access 
must  be  in  writing  and  should  be 
addressed  to  the  Customer  Service 
Center,  OPA-CSC-Rosslyn,  U.S.  Customs 
and  Border  Protection,  1300 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20229  [phone:  877- 
CBP-5511).  Requests  should  conform  to 
the  requirements  of  6  CFR  Part  5, 
Subpart  B,  which  provides  the  rules  for 
requesting  access  to  Privacy  Act  records 


maintained  by  DHS  and  can  be  found  at 
http://www.dhs.gov/foia.  The  envelope 
and  letter  should  be  clearly  marked 
“Privacy  Act  Access  Request.”  The 
request  should  include  a  general 
description  of  the  records  sought  and 
must  include  the  requester’s  full  name, 
current  address,  and  date  and  place  of 
birth.  The  request  must  be  signed  and 
either  notarized  or  submitted  under 
penalty  of  perjury. 

If  individuals  are  uncertain  what 
agency  handles  the  information,  they 
may  seek  redress  through  the  DHS 
Traveler  Redress  Program  (“TRIP”)  (See 
72  FR  2294,  dated  January  18,  2007). 
Individuals  who  believe  they  have  been 
improperly  denied  entry,  refused 
boarding  for  transportation,  or  identified 
for  additional  screening  by  CBP  may 
submit  a  redress  request  through  the 
TRIP.  TRIP  is  a  single  point  of  contact 
for  individuals  who  have  inquiries  or 
seek  resolution  regarding  difficulties 
they  experienced  during  their  travel 
screening  at  transportation  hubs — like 
airports,  seaports  and  train  stations  or  at 
U.S.  land  borders.  Through  TRIP,  a 
traveler  can  request  correction  of 
erroneous  stored  in  other  DHS  databases 
through  one  application.  Redress 
requests  should  be  sent  to:  DHS  Traveler 
Redress  Inquiry  Program  (TRIP),  601 
South  12th  Street,  TSA-901,  Arlington, 
VA  22202—4220  or  online  at 
http://www.dhs.gov/trip. 

CONTESTING  RECORD  PROCEDURES: 

Individuals  may  seek  redress  and/or 
contest  a  record  through  several 
different  means  that  will  be  handled  in 
the  same  fashion.  If  the  individual  is 
aware  the  information  is  specifically 
handled  by  CBP,  requests  may  be  sent 
directly  to  CBP  at  the  Customer  Service 
Center,  OPA-CSC-Rosslyn,  U.S.  Customs 
and  Border  Protection,  1300 
Pennsylvania  Avenue,  NW., 

Washington,  DC  20229  [phone:  877- 
CBP-5511).  If  the  individual  is 
uncertain  what  agency  is  responsible  for 
maintaining  the  information,  redress 
requests  may  be  sent  to  DHS  TRIP  at 
DHS  Traveler  Redress  Inquiry  Program 
(TRIP),  601  South  12th  Street,  TSA-901, 
Arlington,  VA  22202-4220  or  online  at 
http  ://www.  dhs.gov/trip. 

RECORD  SOURCE  CATEGORIES: 

The  system  contains  data  received 
ft'om  private  and  commercial  aircraft 
pilots,  operators/carriers,  and  vessel 
carriers  regarding  passengers  and 
crewmembers  who  arrive  in,  depart 
from,  transit  through  or  overfly  (in  the 
case  of  flight  crew  only)  the  United 
States  on  private  aircraft,  air,  or,  vessel 
carriers  covered  by  APIS  regulations. 
The  system  also  contains  data  to  the 


extent  voluntarily  submitted  by  rail  and 
bus  carriers  regarding  passengers  and 
crewmembers  who  arrive  in,  and/or 
depart  from  the  United  States.  During 
physical  processing  at  the  border, 
primary  inspection  lane  and  ID 
inspector  are  added  to  APIS,  and  the 
APIS  information  is  verified  using  the 
travel  documents.  Additionally,  records 
contain  the  results  of  comparisons  of 
individuals  to  information  maintained 
in  CBP  law  enforcement  databases,  as 
well  as  information  from  the  TSDB, 
information  on  individuals  with 
outstanding  wants  or  warrants,  and 
information  from  other  government 
agencies  regarding  high  risk  parties 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

No  exemption  shall  be  asserted  with 
respect  to  information  maintained  in  the 
system  that  is  collected  from  a  person 
and  submitted  by  that  person’s  air  or 
vessel  carrier,  if  that  person,  or  his  or 
her  agent,  seeks  access  or  amendment  of 
such  information. 

This  system,  however,  may  contain 
records  or  information  recompiled  from 
or  created  ft’om  infornjation  contained 
in  other  systems  of  records,  which  are 
exempt  from  certain  provision  of  the 
Privacy  Act.  This  system  may  also 
contain  accountings  of  disclosures  made 
with  respect  to  information  maintained 
in  the  system.  For  these  records  or 
information  only,  in  accordance  with  5 
U.S.C.  552a(j)(2),  and  (k)(2),  DHS  will 
also  claim  the  original  exemptions  for 
these  records  or  information  from 
subsections  (c)(3)  and  (4);  (d)(1),  (2),  (3), 
and  (4):  (e)(1),  (2),  (3),  (4)(G)  through  (I), 
(5),  and  (8);  (f),  and  (g)  of  the  Privacy 
Act  of  1974,  as  amended,  as  necessary 
and  appropriate  to  protect  such 
information. 

Dated:  November  10,  2008. 

Hugo  Teufel  III, 

Chief  Privacy  Officer,  Department  of 
Homeland  Security. 

[FR  Doc.  E8-27205  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  4410-10-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5268-D7OI] 

Consolidated  Delegation  of  Authority 
to  the  General  Counsel 

AGENCY;  Office  of  the  Secretary,  HUD. 
ACTION:  Notice  of  delegation  of 
authority. 

summary:  On  January  31,  1989,  HUD 
published  a  notice  of  delegation  of 
authority  that  became  effective  January 
19,  1989.  That  delegation,  from  the 
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Secretary  of  HUD  to  the  General 
Counsel,  consolidated  and  updated  past 
delegations.  Since  the  January  31,  1989, 
publication,  additional  delegations  and 
updates  have  been  issued  and  published 
independently.  In  order  to  provide 
greater  guidance  to  the  public 
concerning  Secretarial  delegations  of 
authority  to  the  General  Counsel,  this 
delegation  of  authority  consolidates  all 
delegations  to  the  General  Counsel 
within  and  since  the  January  31,  1989, 
Federal  Register  notice. 

EFFECTIVE  DATE:  November  3,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
P.  Opitz,  Associate  General  Counsel, 
Office  of  Finance  and  Regulatory 
Compliance.  Office  of  General  Counsel. 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 

Room  9256,  Washington.  DC  20410- 
0500,  telephone  number  202—402-5178. 
(This  is  not  a  toll-free  number.) 
Individuals  with  speech  or  hearing 
impairments  may  access  this  number 
through  TTY  by  calling  1-800-877- 
8339. 

SUPPLEMENTARY  INFORMATION: 

This  notice  consolidates  into  one 
document  the  authority  delegated  by  the 
Secretary  to  the  General  Counsel  and 
supersedes  all  prior  delegations  of 
authority  from  the  Secretary  to  the 
General  Counsel.  This  consolidated 
delegation  of  authority  restates  existing 
authority  currently  delegated  by  the 
Secretary  to  the  General  Counsel  and 
does  not  provide  the  General  Counsel 
with  any  new  authority.  Published 
elsewhere  in  today’s  Federal  Register  is 
a  redelegation  of  authority  from  the 
General  Counsel  to  subordinate 
employees  within  the  Office  of  General 
Counsel. 

In  addition  to  the  authority  published 
in  today’s  consolidated  delegation  of 
authority,  the  Secretary  has  delegated 
other  authorities  to  the  General  Counsel 
by  regulation.  These  delegations 
include: 

1.  Naming  the  General  Counsel  as 
HUD’s  Designated  Agency  Ethics 
Official:  5  CFR  7501. 

2.  Authorizing  the  General  Counsel, 
and  in  some  instances,  the  appropriate 
Associate  General  Counsel  or  Regional 
Counsel,  to  respond  to  subpoenas  and  or 
other  demands  ft'om  the  courts  or  other 
authorities;  24  CFR  part  15. 

3.  Designating  the  General  Counsel  as 
the  source  selection  authority  for  the 
procurement  of  outside  legal  services 
through  either  the  lowest  price 
technically  acceptable  or  tradeoff 
process;  48  CFR  2415.303(a)(3). 

4.  Designating  the  General  Counsel  as 
a  responsible  official  to  ensure  the 
implementation  of  the  policies  of  the 


National  Environmental  Policy  Act 
(NEPA)  and  other  environmental 
requirements  of  the  Department, 
including  the  performance  of  the 
responsibilities  of  an  Environmental 
Clearance  Officer  pursuant  to  24  CFR 
50.10(a),  50.16. 

5.  Authorizing  the  General  Counsel, 
as  set  forth  in  24  CFR  parts  103  and  180, 
to  exercise  authority  pertaining  to  civil 
rights  statutes,  including  the  Fair 
Housing  Act,  42  U.S.C.  3601  et  seq.-. 
Section  504  of  the  Rehabilitation  Act  of 
1973,  as  amended.  29  U.S.C.  791  et  seq.\ 
the  Age  Discrimination  Act  of  1975,  as 
amended,  42  U.S.C.  6101  et  seq.-,  and 
Section  109  of  the  Housing  and 
Community  Development  Act  of  1974, 
as  amended,  42  U.S.C.  5301  et  seq. 

6.  Authorizing  the  General  Cpunsel  to 
initiate  a  civil  money  penalty  action 
pursuant  to  Sections  102  and  103  of  the 
Department  of  Housing  and  Urban 
Development  Reform  Act  of  1989  (42 
U.S.C.  3537a(c),  3545);  24  CFR  part  4  in 
accordance  with  the  provisions  of  24 
CFR  part  30. 

7.  Authorizing  the  General  Counsel  to 
appoint,  and  fix  the  compensation  of  a 
foreclosure  commissioner  or 
commissioners  and  alternate 
commissioners,  in  accordance  with  the 
Multifamily  Mortgage  Foreclosure  Act 
of  1981  (12  U.S.C.  3701  et  seq.)-,  24  CFR 
27.10. 

HUD’s  Program  Assistant  Secretaries 
have  also  delegated  authority  to  the 
General  Counsel.  The  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner  has  delegated  authority 
to  the  General  Counsel  to  issue  a  notice 
of  violation  under  the  terms  of  a 
regulatory  agreement;  to  issue  a  notice 
of  default  under  the  terms  of  housing 
assistance  payments  contracts  (HAPs); 
to  impose  civil  money  penalties,  and  to 
take  all  actions  permitted  under  24  CFR 
30.36,  30.45,  and  30.68.  (71  FR  60168, 
October  12,  2006). 

Section  30.36  of  HUD’s  regulations 
(24  CFR  30.36)  authorizes  the  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner,  or  designee,  to  initiate 
civil  money  penalty  action  against  any 
principal,  officer,  or  employee  of  a 
mortgagee  or  lender,  or  other  participant 
or  any  provider  of  assistance  to  a 
borrower  in  connection  with  any  such 
mortgage  or  loan,  including;  Sellers, 
borrowers,  closing  agents,  title 
companies,  real  estate  agrnits,  mortgage 
brokers,  appraisers,  loan 
correspondents,  dealers,  consultants, 
contractors,  subcontractors,  and 
inspectors. 

Section  30.45  of  HUD’s  regulations 
(24  CFR  30.45)  authorizes  the  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner,  or  designee,  to  initiate 


civil  money  penalty  action  against  any 
mortgagor  of  a  multifamily  property 
with  a  mortgage  insured,  co-insured,  or 
held  by  the  Secretary,  pursuant  to  Title 
II  of  the  National  Housing  Act  or  to 
Section  202  of  the  Housing  Act  of  1959. 

Section  30.68  of  HUD’s  regulations 
(24  CFR  30.68)  authorizes  the  Assistant 
Secretary  for  Housing — Federal  Housing 
Commissioner,  or  designee,  to  initiate 
civil  money  penalty  action  again.st  any 
owner,  general  partner  of  a  partnership, 
or  agent  employed  to  manage  the 
property  that  has  an  identity  of  interest 
with  the  owner  or  general  partner 
receiving  project-based  assistance  under 
Section  8  of  the  United  States  Housing 
Act  of  1937  for  a  knowing  and  material 
breach  of  HAP  contracts. 

Section  A.  Authority 

The  Secretary  of  Housing  and  Urban 
Development  hereby  delegates  the 
following  authorities  to  the  General 
Counsel; 

1.  To  interpret  the  authority  of  the 
Secretary  and  to  determine  whether  the 
issuance  of  any  rule,  regulation, 
statement  of  policy,  or  standard 
promulgated  by  HUD  is  consistent  with 
that  authority. 

2.  To  direct  all  litigation  affecting 
HUD  and  to  sign,  acknowledge,  and 
verify  on  behalf  of  and  in  the  name  of 
the  Secretary  all  declarations,  bills, 
petitions,  pleas,  complaints,  answers, 
and  other  pleadings  in  any  court 
proceeding  brought  in  the  name  of  or 
against  the  Secretary  or  in  which  the 
Secretary  is  a  named  party. 

3.  To  direct  the  referral  of  cases  and 
other  matters  to  the  Attorney  General  for 
appropriate  legal  action  and  to  transmit 
information  and  material  pertaining  to 
the  violation  of  law  or  HUD  rules  and 
regulations.  There  are  excepted  from 
this  authority,  however,  those  referrals 
and  transmittals  that  the  Inspector 
General  is  authorized  to  make  by  law  or 
by  delegation  of  authority. 

4.  To  accept,  on  behalf  of  the 
Secretary,  service  of  all  summons, 
subpoenas,  and  other  judicial, 
administrative,  or  legislative  processes 
directed  to  the  Secretary  or  to  an 
employee  of  HUD  in  an  official  capacity, 
and  to  execute  affidavits  asserting 
HUD’s  deliberative  process  privilege. 

5.  Where  not  inconsistent  with  other 
regulations  pertaining  to  proceedings 
before  administrative  law  judges,  to 
approve  the  issuance  of  subpoenas  or 
interrogatories  pertaining  to 
investigations  for  which  responsibility 
is  vested  in  the  Secretary. 

6.  To  consider,  ascertain,  adjust, 
determine,  compromise,  allow,  deny,  or 
otherwise  dispose  of  claims  under  the 
Federal  Tort  Claims  Act,  28  U.S.C. 
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1346(b),  2671  et  seq.  and  the  Military 
Personnel  and  Civilian  Employees’ 
Claims  Act  of  1974,  31  U.S.C.  3721  et 
seq. 

7.  To  act  upon  the  appeals  and  issue 
Final  determinations  on  appeals  of 
denial  of  access  or  record  correction 
under  the  Privacy  Act  of  1974,  except 
appeals  regardujg  records  maintained  by 
the  Office  of  Inspector  General  (Pub.  L. 
93-579),  5  U.S.C.  552(c). 

8.  To  make  written  requests,  for 
purposes  of  civil  or  criminal  law 
enforcement  activities,  to  other  agencies 
for  the  transfer  of  records  or  copies  of 
records  maintained  by  such  agencies 
under  subsection  (b)(7)  of  the  Privacy 
Act  of  1974,  as  amended  (5  U.S.C. 
552a(b)(7)). 

9.  To  act  upon  appeals  under  the 
Freedom  of  Information  Act,  5  U.S.C. 
552,  except  appeals  from  decisions  of 
the  Office  of  Inspector  General. 

10.  To  appoint  a  foreclosure 
commissioner  or  commissioners,  or  a 
substitute  foreclosure  Commissioner  to 
replace  a  previously  designated 
foreclosure  commissioner  under  Section 
805  of  the  Single  Family  Mortgage 
Foreclosure  Act  of  1994,  12  U.S.C.  3754; 
the  power  to  fix  compensation  for  the 
foreclosure  commissioner  under  Section 
812  of  the  Single  Family  Mortgage 
Foreclosure  Act  of  1994,  12  U.S.C.  3761; 
and  to  promulgate  regulations  necessary 
to  carry  out  the  provisions  of  the  Single 
Family  Mortgage  Foreclosure  Act. 

11.  To  make  determinations  and 
certifications  required  under  Section 
1114  of  the  Right  to  Financial  Privacy 
Act,  12  U.S.C.  3401.  et  seq. 

12.  To  designate  authorized  officials 
to  exercise  the  powers  or  perform  the 
duties  of  the  General  Counsel,  through 
an  order  of  succession  (subject  to  the 
provisions  of  the  Federal  Vacancies 
Reform  Act  of  1998,  5  U.S.C.  3345- 
3349d),  during  any  period  when,  by 
reason  of  absence,  disability,  or  vacancy 
in  office,  the  General  Counsel  for  HUD 
is  not  available. 

13.  To  serve  as  an  Attesting  Officer 
and  to  cause  the  seal  of  HI  ID  to  be 
affixed  to  such  documents  as  may 
require  its  application  and  to  certify  that 
a  copy  of  any  book,  paper,*  microfilm,  or 
other  document  is  a  true  copv  of  that  in 
the  files  of  HUD. 

14.  To  act  as  the  designated  official 
under  Section  5(a)  of  Executive  Order 
12630,  Governmental  Actions  and 
Interference  With  Constitutionally 
Protected  Property  Rights,  issued  March 
15,  1987,  (53  FR  8859.  March  18,  1988) 
consistent  with  Executive  Order  13406, 
Protecting  the  Property  Rights  of  the 
American  People,  issued  June  23,  2006 
(71  FR  36973,  June  28,  2006). 


15.  To  make  determinations  of 
federalism  implications,  preemption,  or 
the  need  for  consultations  with  state 
and  local  officials  as  required  by 
Executive  Order  13131,  Federalism, 
issued  August  4,  1999  (64  FR  43255, 
August  10,  1999). 

Section  B.  Authority  To  Redelegate 

The  General  Counsel  is  authorized  to 
redelegate  to  employees  of  HUD  any  of 
the  authority  delegated  under  Section  A 
above. 

Section  C.  Authority  Superseded 

This  delegation  supersedes  all 
previous  delegations  of  authority  from 
the  Secretary  to  the  General  Counsel 
including,  but  not  limited  to,  those 
listed  below; 

1.  45  FR  67779  (October  14,  1980) 
(Docket  No.  D-80-623],  as  amended  by 
54  FR  4913  (January  31,  1989)  [Docket 
No.  D-89-893;  FR-25951; 

2.  54  FR  4913  (January  31, 1989) 
(Docket  No.  D-89-893;  'FR-2595]; 

3.  54  FR  13121  (March  30,  1989) 
[Docket  No.  D-89-894;  FR-2614]; 

4.  54  FR  46654  (November  6,  1989) 
[Docket  No.  D-89-893,  FR-2595]; 

5.  56  FR  52557  (October  21,  1991) 
[Docket  No.  D-91-963;  FR-3170-D-011; 

6.  58  FR  8057  (February  11,  1993) 
[Docket  No.  D-93-1017;  FR-3445-D- 
01); 

7.  59  FR  9761  (March  1,  1994)  [Docket 

No.  D-94-1051;  FR-3667-D-Oll;  * 

8.  59  FR  39955  (August  5,  1994) 
[Docket  No.  R-94-1744;  FR-3754-F- 
01); 

9.  59  FR  53522  (October  24.  1994) 
[Docket  No.  D-94-1075;  FR-3791-D- 
01); 

10.  60  FR  57526  (November  15,  1995) 
[Docket  No.  FR-3951-D-Oll; 

11.  61  FR  50215  (September  24.  1996) 
[Docket  No.  FR-4022-F-02]; 

12.  61  FR  53382  (October  11,  1996) 
[Docket  No.  FR-4147-D-Olj,  as 
amended  by  68  FR  37170  (June  23, 

2003)  [Docket  No.  FR-4837-D-36j;  and 

13.  68  FR  41840  (July  15,  2003) 
[Docket  No.  FR-4837-b-33]. 

Authority:  Section  7(d)  Department  of 
Housing  and  Urban  Development  Act  (42 
U.S.C.  3535(d)). 

Dated:  November  3,  2008. 

Steven  C.  Preston, 

Secretary. 

(FR  Doc.  E8-27285  Filed  11-17-08;  8:45  am] 
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DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5268-D-02] 

Consolidated  Redelegation  of 
Authority  to  the  Office  of  General 
Counsel 

AGENCY:  Office  of  General  Counsel, 

HUD. 

ACTION:  Notice  of  redelegation  of 
authority. 

SUMMARY:  This  redelegation  of  authority 
consolidates  and  updates  past 
redelegations  of  authority  from  the 
General  Counsel  to  subordinate 
employees. 

DATES:  Effective  Date:  November  6, 

2008. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
P.  Opitz,  Associate  General  Counsel, 
Office  of  Finance  and  Regulatory 
Compliance,  Office  of  General  Counsel, 
Department  of  Housing  and  Urban 
Development,  451  7th  Street,  SW., 

Room  9256,  Washington,  DC  20410- 
7000;  202^02-5178.  (This  is  not  a  toll- 
free  number.)  For  those  needing 
assistance,  this  number  may  be  accessed 
through  TTY  by  calling. 202-708-1455. 
SUPPLEMENTARY  INFORMATION:  Elsewhere 
in  today’s  Federal  Register  is  a  notice  of 
a  consolidated  delegation  of  authority 
from  the  Secretary  of  HUD  to  the 
General  Counsel.  In  that  notice,  the 
General  Counsel  was  given  the  authority 
to  redelegate  to  employees  of  HUD  any 
authority  delegated  by  the  Secretary  to 
the  General  Counsel.  Through  this 
notice,  the  General  Counsel  is 
redelegating  certain  authority  to  other 
employees  of  the  Office  of  General 
Counsel. 

Section  A  contains  concurrent 
redelegations  from  the  General  Counsel 
to  the  General  Deputy  General  Counsel, 
the  Deputy  General  Counsel  for 
Operations  and  the  Deputy  General 
Counsel  for  Housing  Programs.  Section 
B  contains  redelegations  from  the 
General  Counsel  to  specific  positions 
within  the  Office  of  General  Counsel. 
Section  C  contains  redelegations  to  the 
Departmental  Enforcement  Center 
within  the  Office  of  General  Counsel. 
These  redelegations  revoke  and 
supersede  all  previous  delegations  of 
authority  from  the  General  Counsel  to 
subordinate  employees. 

Section  A.  Authority  Delegated  to  the 
General  Deputy  General  Counsel  and 
Deputy  General  Counsels 

The  General  Counsel  retains  and 
redelegates  the  following  authority 
concurrently  to  the  General  Deputy 
General  Counsel,  the  Deputy  General 
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Counsel  for  Operations,  and  the  Deputy 
General  Counsel  for  Housing  Programs. 

1.  To  interpret  the  authority  of  the 
Secretary  and  to  determine  whether  the 
issuance  of  any  rule,  regulation, 
statement  of  policy,  or  standard 
promulgated  by  HUD  is  consistent  with 
that  authority. 

2.  To  direct  all  litigation  affecting 
HUD  and  to  sign,  acknowledge  and 
verify  on  behalf  of  and  in  the  name  of 
the  Secretary  all  declarations,  bills, 
petitions,  pleas,  complaints,  answers, 
and  other  pleadings  in  any  court 
proceeding  brought  in  the  name  of  or 
against  the  Secretary  or  in  which  he/she 
is  a  named  party. 

3.  To  direct  the  referral  of  cases  and 
other  matters  to  the  Attorney  General  for 
appropriate  legal  action  and  to  transmit 
information  and  material  pertaining  to 
the  violation  of  law  or  HUD  rules  and 
regulations.  There  are  excepted  from 
this  authority,  however,  those  referrals 
and  transmittals  that  the  Inspector 
General  is  authorized  to  make  by  law  or 
by  delegation  of  authority. 

4.  To  accept,  on  behalf  of  the 
Secretary,  service  of  all  summons, 
subpoenas,  and  other  judicial, 
administrative,  or  legislative  processes 
directed  to  the  Secretary  or  to  an 
employee  of  HUD  in  an  official  capacity 
and  to  execute  affidavits  asserting 
HUD’s  deliberative  process  privilege. 

5.  Where  not  inconsistent  with  other 
regulations  pertaining  to  proceedings 
before  administrative  law  judges,  to 
approve  the  issuance  of  subpoenas  or 
interrogatories  pertaining  to 
investigations  for  which  responsibility 
is  vested  in  the  Secretary. 

6.  To  consider,  ascertain,  adjust, 
determine,  compromise,  allow,  deny  or 
otherwise  dispose  of  claims  under  the 
Federal  Tort  Claims  Act,  28  U.S.C. 
1346(b),  2671  et  seq.  and  the  Military 
Personnel  and  Civilian  Employees’ 
Claims  Act  of  1974,  31  U.S.C.  3721  et 
seq. 

7.  To  act  upon  the  appeals  and  issue 
final  determinations  on  appeals  of 
denial  of  access  or  record  correction 
under  the  Privacy  Act  of  1974,  except 
appeals  regarding  records  maintained  by 
the  Office  of  Inspector  General  (Pub.  L. 
93-579),  5  U.S.G.  552(c). 

8.  To  make  written  requests,  for 
purposes  of  civil  or  criminal  law 
enforcement  activities,  to  other  agencies 
for  the  transfer  of  records  or  copies  of 
records  maintained  by  such  agencies 
under  subsection  (b)(7)  of  the  Privacy 
Act  of  1974,  as  amended  (5  U.S.C. 
552a(b)(7))  (“Privacy  Act”). 

9.  To  act  upon  appeals  under  the 
Freedom  of  Information  Act,  5  U.S.C. 
552,  except  appeals  from  decisions  of 
the  Office  of  Inspector  General. 


10.  To  appoint  a  foreclosure 
commissioner  or  commissioners,  or  a 
substitute  foreclosure  commissioner  to 
replace  a  previously  designated 
foreclosure  commissioner  under: 

(a)  Section  805  of  the  Single  Family 
Mortgage  Foreclosure  Act  of  1994,  12 
U.S.C.  3754;  the  power  to  fix 
compensation  for  the  foreclosure 
commissioner  under  Section  812  of  the 
Single  Family  Mortgage  Foreclosure  Act 
of  1994;  12  U.S.C.  3761,  and  to 
promulgate  regulations  necessary  to 
carry  ‘out  the  provisions  of  the  Single 
Family  Mortgage  Foreclosure  Act  of 
1994; and 

(b)  Section  365  of  the  Multifamily 
Mortgage  Foreclosure  Act  of  1981,  12 
U.S.C.  3701,  et  seq.',  the  power  to  fix 
compensation  for  the  foreclosure 
commissioner  under  Section  369(c)  of 
the  Multifamily  Mortgage  Foreclosure 
Act  of  1981;  12  U.S.C.  3701,  et  seq.,  and 
to  promulgate  regulations  necessary  to 
carry  out  the  provisions  of  the 
Multifamily  Mortgage  Foreclosure  Act 
of  1981. 

11.  To  make  determinations  and 
certifications  required  under  Section 
1114  of  the  Right  to  Financial  Privacy 
Act,  12  U.S.C.  3401,  et  seq. 

12.  To  designate  authorized  officials 
to  exercise  the  powers  or  perform  the 
duties  of  the  General  Counsel,  through 
an  order  of  succession  (subject  to  the 
provisions  of  the  Federal  Vacancies 
Reform  Act  of  1998,  5  U.S.C.  3345- 
3349d),  during  any  period  when  by 
reason  of  absence,  disability,  or  vacancy 
in  office,  the  General  Counsel  for  HUD 
is  not  available. 

13.  To  serve  as  an  Attesting  Officer 
and  to  cause  the  seal  of  HUD  to  be 
affixed  to  such  documents  as  may 
require  its  application  and  to  certify  that 
a  copy  of  any  book,  paper,  microfilm,  or 
other  document  is  a  true  copy  of  that  in 
the  files  of  HUD. 

14.  To  act  as  the  designated  official 
under  Section  5(a)  of  Executive  Order 
12630,  Governmental  Actions  and 
Interference  With  Constitutionally 
Protected  Property  Rights,  issued  March 
15,  1987  (53  FR  8859,  March  18,  1988), 
consistent  with  Executive  Order  13406, 
Protecting  the  Property  Rights  of  the 
Americah  People,  issued  June  23,  2006 
(71  FR  36973,  June  28,  2006). 

15.  To  make  determinations  of 
federalism  implications,  preemptions, 
or  the  need  for  consultation  with  state 
and  local  officials  as  required  by 
Executive  Order  13131,  Federalism, 
issue  August  4,  1999  (64  FR  43255, 
August  10,  1999). 


Section  B.  Authority  Redelegated  to 
Specific  Positions  Within  the  Office  of 
General  Counsel 

The  General  Gounsel  hereby  retains 
and  redelegates  the  following  authority 
to  the  General  Deputy  General  Gounsel, 
the  Deputy  General  Counsels  and  to 
specific  positions  within  the  Office  of 
General  Counsel.  This  authority  may  not 
be  further  redelegated  unless  expressly 
stated  in  the  redelegation, 

1.  To  the  Associate  General  Counsel 
for  Litigation  and  to  Regional  Counsel, 
the  authority  to  accept,  on  behalf  of  the 
Secretary,  service  of  all  summons, 
subpoenas,  and  other  judicial, 
administrative,  or  legislative  processes 
directed  to  the  Secretary  or  to  an 
employee  of  HUD  Headquarters  in  an 
official  capacity.  The  Associate  General 
Counsel  for  Litigation  may  redelegate 
this  authority  within  the  Office  of 
Litigation  and  the  Regional  Counsel  may 
redelegate  this  authority  to  Chief 
Counsels  within  their  operating 
jurisdiction. 

2.  To  the  Associate  General  Counsel 
for  Finance  and  Regulatory  Compliance, 
or  designee,  the  authority  to  implement 
the  policies  of  the  National 
Environmental  Policy  Act  (NEPA)  and 
other  environmental  requirements  of 
HUD,  including  the  performance  of  the 
responsibilities  of  the  Program 
Environmental  Clearance  Officer  for  the 
Office  of  General  Counsel;  24  CP’R 
50.10(a),  50.16.  The  Associate  General 
Counsel  retains  and  redelegates  this 
authority  to  the  Assistant  General 
Counsel,  GSE/RESPA  Division,  and  to 
the  Senior  Environmental  Attorney. 

3.  To  the  Associate  General  Counsel 
for  Fair  Housing  and  to  Regional 
Counsel,  the  authority  to  process  cases 
arising  under  the  Fair  Housing  Act  and 
other  Civil  Rights  statutes,  as  set  forth 
in  24  CFR  parts  103  and  180  (with  the 
exception  of  24  CFR  180.675).  The 
Associate  General  Counsel  for  Fair 
Housing  retains  this  authority  and 
further  redelegates  it  to  the  Assistant 
General  Counsel  for  Fair  Housing 
Enforcement. 

4.  To  the  Associate  General  Counsel 
for  Fair  Housing,  ihe  authority  under  24 
CFR  180.675  concerning  petitions  for 
review.  The  Associate  General  Gounsel 
for  Fair  Housing  retains  and  redelegates 
this  authority  to  the  Assistant  General 
Counsel  for  Fair  Housing  Enforcement. 

5.  To  the  Associate  General  Counsel 
for  Program  Enforcement,  the  Associate 
General  Gounsel  for  Finance  and 
Regulatory  Compliance,  the  Associate 
General  Gounsel  for  Human  Resources 
Law,  the  Associate  General  Counsel  for 
Litigation,  and  the  Associate  General 
Counsel  for  Fair  Housing,  the  authority 
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to  make  written  requests,  for  purposes 
of  civil  or  criminal  law  enforcement 
activities,  to  other  agencies  for  the 
transfer  of  records  or  copies  of  records 
maintained  by  such  agencies  under 
subsection  (b)(7)  of  the  Privacy  Act  of 
1974,  as  amended  (5  U.S.C.  552a(b)(7)) 
(“Privacy  Act”),  except  appeals 
involving  records  maintained  by  the 
Office  of  Inspector  General,' 

6.  To  the  Associate  General  Counsel 
for  Human  Resources  Law,  the  authority 
to  make  determinations  and 
certifications  required  under  section 
1114  of  the  Right  to  Financial  Privacy 
Act,  12  U.S.C.  3401,  et  seq. 

7.  To  the  Associate  General  Counsel 
for  the  Office  of  Assi.sted  Housing  and 
Community  Development,  the  authority 
to  make  legal  determinations  on  behalf 
of  the  Department  of  Housing  and  Urban 
Development  on  matters  involving  the 
financing  of  obligations  guaranteed 
under  section  108  of  the  Housing  and 
Community  Development  Act  of  1974, 
as  amended,  42  U.S.C.  5308. 

8.  To  the  Senior  Counsel,  the 
authority  to  act  upon  appeals  under  the 
Freedom  of  Information  Act  (“FOIA”),  5 
U.S.C.  552,  except  appeals  from 
decisions  of  the  Office  of  Inspector 
General. 

9.  To  Regional  Counsel,  in  each 
Regional  Office,  the  authority  to  serve  as 
Deputy  Agency  Ethics  Official 
responsible  for  undertaking  Standards 
of  Conduct  program  duties  as  directed 
by  the  General  Counsel.  The  Regional 
Counsel  may  redelegate  their  duties  to 
Deputy  Regional  Counsel  upon  the 
written  approval  of  the  General  Counsel. 

10.  To  Regional  Counsel,  the  authority 
to  appoint  a  foreclosure  commi.ssioner 
or  commissioners,  or  a  substitute 
foreclosure  commissioner  to  replace  a 
previously  designated  foreclosure 
commissioner  under  section  805  of  the 
Single  Family  Mortgage  Foreclosure  Act 
of  1994,  12  U.S.C.  3754;  the  power  to  fix 
compensation  for  the  foreclosure 
commissioner  under  section  812  of  the 
Single  Family  Mortgage  Foreclosure  Act 
of  1994,  12  li.S.C.  3761;  and  to 
promulgate  regulations  necessary  to 
carry  out  the  provisions  of  the  Single 
Family  Mortgage  Foreclosure  Act  of 
1994.  This  authority  may  be  redelegated 
to  the  Deputy  Regional  Counsel  with  the 
approval  of  the  General  Counsel. 

11.  To  Regional  Counsel,  the  authority 
to  appoint  a  foreclosure  commi.ssioner 
or  commissioners,  or  a  substitute 
foreclosure  commissioner  to  replace  a 
previously  designated  foreclosure 
commissioner,  under  section  365  of  the 
Multifamily  Mortgage  Foreclosure  Act 
of  1981  and  the  power  to  fix 
compensation  for  the  foreclosure 
commissioner  under  Section  369C  of  the 


Multifamilv  Mortgage  Foreclosure  Act 
of  1981  (12  U.S.C.  3701,  et  seq.).  This 
authority  may  be  redelegated  to  the 
Deputy  Regional  Counsel  with  the 
approval  of  the  General  Counsel. 

12.  To  Regional  Coun.sel  for  Region  I 
(Boston,  MA),  through  the  Federal  Tort 
Claims  Center,  the  power  and  authority 
to  consider,  ascertain,  adjust,  determine, 
compromise,  allow,  deny  or  otherwise 
dispose  of  claims  under  the  Federal.Tort 
Claims  Act  and  the  Military  Personnel 
and  Civilian  Employees’  Claims  Act  of 
1964. 

13.  To  Regional  Counsel,  the  authority 
to  concur  on  the  issuance  and 
settlement  of  limited  denials  of 
participation  (LDPs)  issued  by  HUD 
Field  Offices  pursuant  to  2  CFR  part 
2424. 

14.  To  the  positions  listed  below,  the 
authority  to  serve  as  Attesting  Officers 
and  to  cause  the  seal  of  HUD  to  be 
affixed  to  such  documents  as  may 
require  its  application  and  to  certify  that 
a  copy  of  any  book,  paper,  microfilm,  or 
other  document  is  a  true  copv  of  that  in 
the  files  of  HUD: 

(a)  Each  Associate  General  Counsel; 

(b)  Each  Assistant  General  Counsel; 

(c)  Each  Regional  Counsel; 

(d)  Each  Deputy  Regional  Counsel; 
and 

(e)  Each  Chief  Counsel. 

This  authority  may  be  redelegated. 

Section  C.  Authority  Redelegated  to  the 
Departmental  Enforcement  Center 

The  General  Counsel  retains  and 
redelegates  the  following  authority  to 
the  Director  of  the  Departmental 
Enforcement  Center,  the  Deputy 
Director,  and  the  Directors  of  the 
satellite  Departmental  Enforcement 
Centers.  This  authority  may  not  be 
further  redelegated  unless  expressly 
stated  in  the  redelegation. 

1.  The  authority  to  take  all  actions 
permitted  under  24  CFR  30.36,  not  to 
include  the  authority  to  waive  any 
regulations  issued  under  the  authority 
of  the  Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner. 

2.  The  authority  to  take  all  actions 
permitted  under  24  CFR  30.45,  not  to 
include  the  authority  to  waive  any 
regulations  issued  under  the  authority 
of  the  Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner. 

3.  The  authority  to  take  all  actions 
permitted  under  24  CFR  30.68,  not  to 
include  the  authority  to  waive  any 
regulations  issued  under  the  authority 
of  the  Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner  or  the 
Assistant  Secretary  for  Public  and 
Indian  Housing. 

4.  The  authority  to  issue  notice  of 
default  under  the  terms  of  a  section  8 


housing  assistance  payments  contract 
issued  under  the  authority  of  the 
Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner. 

5.  The  authority  to  issue  notice  of 
violation  under  the  terms  of  a  regulatory 
agreement  and  notice  of  default  under 
contract  issued  under  the  authority  of 
the  Assistant  Secretary  for  Housing — 
Federal  Housing  Commissioner. 

6.  The  authority  to  initiate  a  civil 
money  penalty  action  against: 

(a)  Employees  who  improperly 
disclose  information  pursuant  to  section 
103  of  the  Department  of  Housing  and 
Urban  Development  Reform  Act  of  1989 
(42  U.S.C.  3537a(c))  and  24  CFR  part  4. 
subpart  B  in  accordance  with  the 
provisions  of  24  CFR  part  30. 

(b)  Applicants  for  assistance,  as 
defined  in  24  CFR  part  4,  subpart  A, 
who  knowingly  and  materially  violate 
the  provisions  of  subsections  (b)  or  (c) 
of  section  102  of  the  Department  of 
Housing  and  Urban  Development 
Reform  Act  of  1989  (42  U.S.C.  3545)  in 
accordance  with  the  provisions  of  24 
CFR  part  30. 

Section  D.  Authority  Superseded 

This,  delegation  supersedes  all 
previous  delegations  of  authority  from 
the  General  Counsel  to  subordinate 
positions  within  the  Office  of  General 
Counsel  including,  but  not  limited  to, 
all  delegations  listed  below: 

1.  45  FR  67779  (October  14,  1980) 
[Docket  No.  D-80-623|,  as  amended  by 
54  FR  4913  (Januarv  31,  1989)  [Docket 
No.  D-89-893:  FR-25951: 

2.  54  FR  4913  (Januarv  31.  1989) 
[Docket  No.  D-89-893:  'FR-25951; 

3.  54  FR  13121  (March  30.  1989) 
[Docket  No.  D-89-894;  FR-2614]; 

4.  54  FR  46654  (November  6,  1989)^ 
[Docket  No.  D-89-893,  FR-2595]: 

5.  58  FR  8057  (February  11,  1993) 
[Docket  No.  13-93-1017);^ 

6.  58  FR  8057  (February  11.  1993) 
[Docket  No.  D-93-1017:  FR-3445-DOll: 

7.  59  FR  9761  (March  1,  1994)  [Docket 
No.  D-94-1051;  FR-3667-D01]; 

8.  59  FR  52986  (October  20,  1994) 
[Docket  No.  D-94-1074;  FR-3801-D- 
01]: 

9.  65  FR  4619  (Januarv  31,  2000) 
[Docket  No.  FR-4572-D-Olj: 

10.  67  FR  44234  (July  1,  2002)  [Docket 
No.  FR-4752-D-011: 

11.  68  FR  41840  (July  15.  2003) 
[Docket  No.  FR-4837-D-33]. 

Authority:  Section  7(d)  Department  of 
Housing  and  Urban  Development  Act  (42 
U.S.C.  3535(d)). 

Dated:  November  6,  2008. 

Robert  M.  Couch. 

General  Counsel. 

[FR  Doc.  E8-27286  Filed  11-17-08:  8:45  am) 
BILLING  CODE  4210-67-P 
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DEPARTMENT  OF  THE  INTERIOR 

President’s  Council  on  Integrity  and 
Efficiency,  Executive  Council  on 
Integrity  and  Efficiency;  Senior 
Executive  Service:  Performance 
Review  Board  Membership 

agency:  Office  of  Inspector  General, 
Department  of  the  Interior. 

ACTION:  Correction. 

SUMMARY:  The  Office  of  Inspector 
General,  Department  of  the  Interior, 
published  a  document  in  the  Federal 
Register  of  September  17,  2008, 
concerning  the  membership  of  the 
Senior  Executive  Service  Performance 
Review  Board  for  the  President’s 
Council  on  Integrity  and  Efficiency.  We 
are  correcting  this  document  to  include 
references  to  the  Executive  Council  on 
Integrity  and  Efficiency. 

DATES:  Effective  Date:  September  17, 
2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Elizabeth  Bakken,  703— 487-5410. 
SUPPLEMENTARY  INFORMATION:  This 
correction  notice  makes  only  the 
changes  necessary  to  add  references  to 
the  Executive  Council  on  Integrity  and 
Efficiency.  For  readers’  convenience,  we 
are  reprinting  the  entire  SUPPLEMENTARY 
INFORMATION  text  with  the  corrections.  In 
notice  document  E8-21660  beginning 
on  page  53900  in  the  issue  of 
Wednesday,  September  17,  2008,  make 
the  following  corrections: 

1.  In  the  document  heading,  revise 
agency  and  document  title  lines  to  read 
as  follows: 

President’s  Council  on  Integrity  and 
Efficiency,  Executive  Council  on 
Infegrity  and  Efficiency 

Senior  Executive  Service  Performance 
Review  Board  Membership 

2.  Correct  the  SUMMARY  section  to  read 
as  follows: 

SUMMARY:  This  notice  sets  forth  the 
names  and  titles  of  the  current  Senior 
Executive  Service  membership  of  the 
President’s  Council  on  Integrity  and 
Efficiency  (PCIE)  and  of  the  Executive 
Council  on  Integrity  and  Efficiency 
(ECIE)  Performance  Review  Board  as  of 
September  11,  2008. 

3.  Correct  the  SUPPLEMENTARY 
INFORMATION  section  to  read  as  follows: 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Inspector  General  Act  of  1978,  as 
amended,  created  the  Officer,  ^f 
Inspectors  General  as  independent  and 
objective  units  to  conduct  and  supervise 
audits  and  investigations  relating  to 
Federal  programs  and  operations. 


Executive  Order  12301  (March  26,  1981) 
established  the  President’s  Council  on 
Integrity  and  Efficiency  (PCIE).  On  May 
11,  1992,  Executive  Order  12805 
reaffirmed  the  PCIE  and  also  established 
the  Executive  Council  on  Integrity  and 
Efficiency  (ECIE).  Both  councils  are 
interagency  committees  chaired  by  the 
Office  of  Management  and  Budget’s 
Deputy  Director  for  Management.  Their 
mission  is  to  coordinate  and  enhance 
governmental  efforts  to  promote 
integrity  and  efficiency  and  to  detect 
and  prevent  fraud,  waste,  and  abuse  in 
Federal  programs.  The  PCIE  is 
comprised  principally  of  Presidentially- 
appointed  Inspectors  General  (IGs). 

ECIE  members  include  the  Inspectors 
General  appointed  by  their  respective 
agency  heads. 

II.  PCIE/ECIE  Performance  Review 
Board 

Under  5  U.S.C.  4314(c)(l)-(5),  and  in 
accordance  with  regulations  prescribed 
by  the  Office  of  Personnel  Management, 
each  agency  is  required  to  establish  one 
or  more  Senior  Executive  Service  (SES) 
performance  review  board(s).  The 
purpose  of  these  boards  is  to  review  and 
evaluate  the  initial  appraisal  of  a  senior 
executive’s  performance  by  the 
supervisor,  along  with  any 
recommendations  to  the  appointing 
authority  relative  to  the  performance  of 
the  senior  executive.  The  current 
members  of  the  PCIE/ECIE  Review 
Board,  as  of  September  11,  2008,  are  as 
follows: 

Thomas  R.  Moyle, 

Deputy  Assistant  Inspector  General  for 
Management,  Office  of  Inspector  General, 
Department  of  the  Interior. 

(FR  Doc.  E8-27334  Filed  11-17-08;  8:45  am) 
BILUNG  CODE  3110-  01-P 

DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R9-F-2008-N0297;  97600-1660- 
2600-5d] 

Sporting  Conservation  Council 

agency:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  meeting. 

SUMMARY:  We  announce  a  meeting  of  the 
Sporting  Conservation  Council 
(Council).  The  meeting  agenda  includes: 
(1)  The  status  of  the  Final  White  Papers 
Document  associated  with  the  White 
House  Conference  on  North  American 
Wildlife  Policy,  (2)  the  10-year  Action 
Plan  mandated  by  Executive  Order 
13443,  and  (3)  a  report  on  the 
comparative  risk  modeling  being 


developed  at  Michigan  State  University. 
This  Council  meeting  is  open  to  the 
public,  and  will  include  a  session  for 
the  public  to  comment. 

DATES:  We  will  hold  the  meeting  on 
December  2,  2008,  from  9  a.m.  to  3  p.m.; 
the  public  comment  session  will  be 
from  1  p.m.  to  1:30  p.m.  If  you  wish  to 
attend  the  meeting,  notify  Phyllis  Seitts 
by  Friday,  November  21,  2008. 

ADDRESSES:  The  meeting  will  be  held  in 
Room  350,  Eisenhower  Executive  Office 
Building,  1650  Pennsylvania  Avenue, 
NW.,  Washington,  DC  20504. 

FOR  FURTHER  INFORMATION  CONTACT: 

Phyllis  T.  Seitts,  9828  North  31st 
Avenue,  Phoenix,  AZ  85051-2517;  602- 
906-5603  (phone);  or 
Twinkle_Thompson-Seitts@blm.gov  (e- 
mail). 

SUPPLEMENTARY  INFORMATION*.  The 

Secretary  of  the  Interior  established  the 
Council  in  February  2006  (71  FR  11220, 
March  6,  2006).  The  Council’s  mission 
is  to  provide  advice  and  guidance  to  the 
Federal  Government  through  the 
Department  of  the  Interior  on  how  to 
increase  public  awareness  of;  (1)  The 
importance  of  wildlife  resources,  (2)  the 
social  and  economic  benefits  of 
recreational  hunting,  and  (3)  wildlife 
conservation  efforts  that  benefit 
recreational  hunting  and  wildlife 
resources. 

The  Secretary  of  the  Interior  and  the 
Secretary  of  Agriculture  signed  an 
amended  charter  for  the  Council  in  June 
2006  and  July  2006,  respectively.  The 
revised  charter  states  that  the  Council 
will  provide  advice  and  guidance  to  the 
Federal  Government  through  the 
Department  of  the  Interior  and  the 
Department  of  Agriculture. 

The  Council  will  hold  a  meeting  on 
the  date  shown  in  the  DATES  section  at 
the  address  shown  in  the  ADDRESSES 
section.  The  meeting  will  include  a 
session  for  the  public  to  comment. 
Previous  Council  meetings  this  year 
occurred  on  April  8  in  Denver,  CO  (73 
FR  14997,  March  20,  2008);  on  June  17 
in  Washington,  DC  (73  FR  31501,  June 
2,  2008);  on  Septerriber  17  in 
Washington,  DC  (73  FR  51645, 
September  4,  2008);  on  October  3  in 
Reno,  NV  (73  FR  21793,  September  18, 
2008);  and,  on  October  28  via 
teleconference  (73  FR  61159,  October 
15,  2008). 

November  13,  2008. 

Phyllis  T.  Seitts, 

Designated  Federal  Officer,  Sporting 
Conservation  Council. 

(FR  Doc.  E8-27446  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4310-55-P 
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DEPARTMENT  OF  THE  INTERIOR  1 

.  .  .  T,  ,  ,  t 

Bureau  of  Land  Management 

[ES-956-1420-BJ-TRST;  ES-055575, 

Group  No.  195,  Minnesota] 

Eastern  States:  Filing  of  Piat  of  Survey 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACTION:  Notice  of  Filing  of  Plat  of 
Survey;  Minnesota. 

SUMMARY:  The  Bureau  of  Land 
Management  (BLM)  will  file  the  plat  of 
survey  of  the  lands  described  below  in 
the  BLM-Eastern  States,  Springfield, 
Virginia,  30  calender  days  from  the  date 
of  publication  in  the  Federal  Register. 
FOR  FURTHER  INFORMATION  CONTACT: 
Bureau  of  Land  Management,  7450 
Boston  Boulevard,  Springfield,  Virginia 
22153.  Attnr  Cadastral  Survey. 
SUPPLEMENTARY  INFORMATION:  This 
survey  was  requested  by  the  Bureau  of 
Indian  Affairs. 

The  lands  we  surveyed  are: 

Fifth  Principal  Meridian,  Minnesota 
T.  146  N..  R.  42  W. 

The  plat  of  survey  represents  the 
dependent  resurvey  of  a  portion  of  the  east 
boundary,  a  portion  of  the  subdivisional 
lines,  and  the  dependent  resurvey  and  survey 
of  the  subdivision  of  sections  21  and  24,  in 
Township  146  North,  Range  42  West,  of  the 
Fifth  Principal  Meridian,  in  the  State  of 
Minnesota,  and  was  accepted  November  6, 
2008.  We  will  place  a  copy  of  the  plat  we 
described  in  the  open  files.  It  will  be 
available  to  the  public  as  a  matter  of 
information. 

If  BLM  receives  a  protest  against  this 
survey,  as  shown  on  the  plat,  prior  to 
the  date  of  the  official  filing,  we  will 
stay  the  filing  pending  our 
consideration  of  the  protest. 

VVe  will  not  jofficially  file  the  plat 
until  the  day  after  we  have  accepted  or 
dismissed  all  protests  and  they  have 
become  final,  including  decisions  on 
appeals. 

Dated:  November  10,  2008. 

Dominica  Van  Koten, 

Chief  Cadastral  Surveyor. 

IFR  Doc.  E8-27313  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4310-GJ-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 
[ES-930-1310-F1;  MSES  51187] 

Notice  of  Proposed  Reinstatement  of 
Terminated  Oil  and  Gas  Lease, 
Mississippi 

agency:  Bureau  of  Land  Management, 
Interior. 


ACTION:  Notice  of  Reinstatement  of 
Terminated  Oil  and  Gas  Lease.  ‘ 

SUMMARY:  Under  the  provisions  of 
Public  Law  97-451,  the  Bureau  of  Land 
Management — Eastern  States  (BLM-ES) 
received  a  petition  for  reinstatement  of 
oil  and  gas  lease  MSES  51187  from 
Denbury  Onshore,  LLC  for  lands  in  the 
DeSoto  National  Forest,  in  Perry 
County,  Mississippi.  The  petition  was 
filed  on  time  and  was  accompanied  by 
all  the  rentals  due  since  the  date  the 
lease  terminated  under  the  law. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robyn  Shoop,  Supervisory  Land  Law 
Examiner,  BLM-ES,  7450  Boston 
Boulevard,  Springfield,  Virginia,  at 
(703) 440-1512. 

SUPPLEMENTARY  INFORMATION:  No  valid 
lease  has  been  issued  affecting  these 
lands.  The  lessee  has  agreed  to  the  new 
lease  terms  for  rental  and  royalties  at 
rates  of  $10.00  per  acre  or  fraction 
thereof,  per  year,  and  16%  percent, 
respectively.  The  lessee  has  paid  the 
required  $500.00  administrative  fee  and 
$163.00  to  reimburse  the  BLM  for  the 
cost  of  publishing  this  Notice  in  the 
Federal  Register.  The  lessee  has  met  all 
the  requirements  for  reinstatement  as  set 
out  in  Sections  31(d)  and  (e)  of  the 
Mineral  Leasing  Act  of  1920  (30  U.S.C. 
188),  and  the  BLM  is  proposing  to 
reinstate  the  lease  effective  December  1 , 
2007,  under  the  original  terms  and 
conditions  of  the  lease  and  the 
increased  rental  and  royalty  rates  cited 
above. 

Dated:  October  16,  2008. 

Steven  R.  Wells, 

Deputy  State  Director,  Division  of  Natural 
Resources. 

[FR  Doc.  E8-26924  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4310-S$-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

National  Register  of  Historic  Places; 
Notification  of  Pending  Nominations 
and  Related  Actions 

Nominations  for  the  following 
properties  being  considered  for  listing 
or  related  actions  in  the  National 
Register  were  received  by  the  National 
Park  Service  before  November  8,  2008. 
Pursuant  to  section  60.13  of  36  CFR  Part 
60  written  comments  concerning  the 
significance  of  these  properties  under 
the  National  Register  criteria  for 
evaluation  may  be  forwarded  by  the 
United  States  Postal  Service,  to  the 
National  Register  of  Historic  Places, 
National  Park  Service,  1849  C  St.,  NW., 
2280,  Washington,  DC  20240;  by  all 


other  earriers,'  National  Register  of  ' 1 
Historic  Places,  National  Park  Service, 
1201  Eye  St.‘r"NW.78th  Floor, 
Washington,  DC  20005;  or  by  fax,  202- 
371-6447.  Written  or  faxed  comments 
should  be  submitted  by  December  3, 
2008. 

J.  Paul  Loether, 

Chief,  National  Register  of  Historic  Places/ 
National  Historic  Landmarks  Program. 

ARIZONA 

Yavapai  County 

North  Prescott  Townsite  Historic 
District,  Between  Gurley,  Sheldon, 
Alarcon  and  Summit  Sts.,  Prescott; 
08001188 

CONNECTICUT 
Fairfield  County 

Five  Mile  River  Landing  Historic 
District,  Rowayton  Ave.  to  Jo’s  Barn 
Way,  Norwalk,  08001189 

New  London  County 

William  Clark  Company  Thread  Mill,  21 
Pawcatuck  Ave.,  12  and  22  River  Rd., 
Stonington,  08001190 

MASSACHUSETTS 
Norfolk  County 

Medway  Village  Historic  District, 
Bounded  by  former  New  York  and 
Boston  railroad  right  of  way,  Oakland 
St.,  and  Charles  River,  Medway, 
08001191 

MISSOURI 
Callaway  County 

Oakley  Chapel  African  Methodist 
Episcopal  Church,  Co.  Rd.  485  at  jet. 
of  Co.  Rd.  486,  Tebbetts,  08001192 

Jackson  County 

Walnut  Street  Warehouse  and 
Commercial  Historic  District 
(Boundarv  Increase  II),  1526,  1524, 
1520,  1516-18,  1512-14,  and  1508 
Grand  Blvd.,  Kansas  City,  08001193 

MONTANA 
Park  County 

Chicken  Creek  Farmstead  Historic 
District,  790  Rock  Creek  Rd.  N.,  Clyde 
Park,  08001194 

OHIO 

Clark  County 

Masonic  Temple,  125  W.  High  St., 
Springfield.  08001195 

Fairfield  County 

Fairfield  County  Children’s  Home,  1743 
E.  Main  St.,  Lancaster,  08001196 
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Hamilton  County 

Pinecroft,  2336  Kipling  Ave., 

Cincinnati,  08001197 

Montgomery  County 

Bull,  Jonah,  House,  2233  Wayne  Ave., 
Dayton,  08001198 

Warren  County 

King,  Ahimaaz,  House,  1720  E.  King 
Ave.,  Kings  Mills,  08001199 

WASHINGTON 
Chelan  County 

Downtown  Wenatchee  Historic  District, 
Roughly  bounded  by  Clumbia  St., 
Mission  St.,  N.  1st  St.,  and  Kittitas  St., 
Wenatchee,  08001200 

Grant  County 

Reiman,  Samuel  and  Katherine,  House, 
415  F.  St.  SW.,  Quincy,  08001201 

WISCONSIN 
La  Crosse  County 

Gund  Brewing  Company  Bottling 
Works,  2130  S.  Ave.,  La  Crosse, 
08001202 

Request  for  removal  has  been  made 
for  the  following  resources: 

PENNSYLVANIA 
Centre  County 

Bellefonte  Academy,  225  E.  Bishop  St., 
Bellefonte,  76001617 

[FR  Doc.  E8-27291  Filed  11-17-08;  8:4.5  ami 
BILLING  CODE  4310-70-P 

DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

National  Register  of  Historic  Places; 
Weekly  Listing  of  Historic  Properties 

Pursuant  to  {36CFR60.13(b,c))  and 
(36CFR63.5)^  this  notice,  through 
publication  of  the  information  included 
herein,  is  to  appraise  the  public  as  well 
as  governmental  agencies,  associations 
and  all  other  organizations  and 
individuals  interested  in  historic 
preservation,  of  the  properties  added  to, 
or  determined  eligible  for  listing  in,  the  . 
National  Register  of  Historic  Places  from 
October  14  to  October  17,  2008. 

For  further  information,  please 
contact  Edson  Beall  via:  United  States 
Postal  Service  mail,  at  the  National 
Register  of  Historic  Places,  2280, 
National  Park  Service,  1849  C  St.,  NW., 
Washington,  DC  20240;  in  person  (by 
appointment),  1201  Eye  St.  NW.,  8th  • 
floor,  Washington  DC  20005;  by  fax, 
202-371-2229;  by  phone,  202-354- 
2255;  or  by  e-mail, 

Edson_Beall@n  ps.gov. 


Dated:  November  12,  2008. 

J.  Paul  Loether, 

Chief,  National  Register  of  Historic  Places/ 
National  Historic  Landmarks  Program. 

KEY:  State,  County,  Property  Name, 
Addiess/Boundary,  City,  Vicinity, 
Reference  Number,  Action,  Date, 
Multiple  Name 

ALABAMA 
Chambers  County 

Vines  Funeral  Home  and  Ambulance 
Service,  211  B  St.  SW.,  Lafayette, 
08000434,  LISTED,  10/15/08 

ARKANSAS 
Cleburne  County 

Rector  House,  603  W.  Quitman  St., 

Heber  Springs,  08000486,  LISTED,  10/ 
17/08 

COLORADO 
Hinsdale  County 

Tobasco  Mine  and  Mill,  South  of  San 
Juan  County  Rd.  5  and  Hinsdale 
County  Rd.  34,  Lake  City  vicinity, 
08000983,  LISTED,  10/16/08, 
(Hinsdale  Metal  Mining  MPS) 

CONNECTICUT 
Hartford  County 

Ambassador  Apartments,  206-210 
Farmington  Ave.,  Hartford,  08000859, 
LISTED,  10/16/08 

KANSAS 
Marshall  County 

Waterville  Opera  House,  200  E.  Front 
St„  Waterville,  08000984,  LISTED, 
10/16/08  (Theaters  and  Opera  Houses 
of  Kansas  MPS) 

KANSAS 

McPherson  County 

Farmers  State  Bank,  101  S.  Main, 
Lindsborg,  08000985,  LISTED, 
10/16/08 

KANSAS 
Ness  County 

Lion  Block,  216  West  Main,  Ness  City, 
08000986,  LISTED,  10/16/08 

KANSAS 
Shawnee  County 

St.  John  African  Methodist  Episcopal 
Church,  701  SW  Topeka  Blvd., 

-  Topeka,  08000987,  LISTED,  10/16/08 

KANSAS 

Wyandotte  County 

Northeast  Junior  High  School,  400 
Troup  Ave.,  Kansas  City,  08000988, 
LISTED,  10/16/08  (Public  Schools  of 
Kansas  MPS) 


LOUISIANA 
Orleans  Parish 

Blue  Plate  Building,  1315  S.  Jefferson 
Davis  Parkway,  New  Orleans, 
08000989,  LISTED,  10/16/08 

LOUISIANA 
St.  Martin  Parish 

Voorhies,  D.W.  Hou.se,  410  Washington 
St.,  St.  Martinsville,  08001011, 
LISTED,  10/16/08 

MAINE 

Hancock  County 

Surry  Town  Hall,  1217  Surry  Rd.,  Surry, 
08000993,  LISTED,  10/16/08 

MAINE 
Oxford  County 

Soldiers  Memorial  Library,  85  Main  St., 
Hiram,  08000992,  LISTED,  10/16/08, 
(Maine  Public  Libraries  MPS) 

MONTANA 
Flathead  County 

Lake  McDonald  Lodge  Coffee  Shop, 

Lake  McDonald  Lodge  Blvd.,  Lake 
McDonald,  Glacier  National  Park, 
08001014,  LISTED,  10/14/08 

NORTH  DAKOTA 
Griggs  County 

Oscar-Zero  Missile  Alert  Facility,  St. 
Hwy.  45,  Cooperstown  vicinity, 
08000994,  LISTED,  10/14/08 

OHIO 

Franklin  County 

Temperance  Row  Historic  District, 
Vicinity  of  Park,  Grove,  Walnut  and 
University  Sts.,  Westerville, 

08000995,  LISTED,  10/16/08 

VERMONT 
Chittenden  County 

House  at  44  Front  Street,  42-44  Front 
St.,  Burlington,  08000997,  LISTED, 
10/16/08  (Burlington,  Vermont  MPS) 

WISCONSIN 
Columbia  County 

Byrns,  Daniel  and  Nellie,  House,  221 
Mill  St.,  Lodi,  08001000,  LISTED, 
10/16/08 

WISCONSIN 
Columbia  County 

Pruyn,  Joel  M.,  Block,  146  S.  Main  St., 
Lodi,  08001001,  LISTED,  10/14/08 

WYOMING 
Campbell  County 

Gillette  Post  Office,  301  S.  Gillette  Ave., 
Gillette,  08001002,  LISTED,  10/14/08 
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(Historic  U.S.  Post  Offices  in 
Wyoming,  1900-1941,  TR) 

WYOMING 
Converse  County 

Hotel  LaBonte,  206  Walnut  St.,  Douglas, 
08001003,  LISTED,  10/10/08 

WYOMING 
Natrona  County 

Grant  Street  Grocery  and  Market,  815  S. 
Grant  St.,  Casper,  08001005,  LISTED, 
10/15/08 

WYOMING 
Platte  County 

Platte  County  Courthouse,  800  9th  St., 
Wheatland,  08001004,  LISTED,  10/15/ 
08 

IFR  Doc.  E8-27292  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4310-70-P 


DEPARTMENT  OF  JUSTICE 

Office  on  Violence  Against  Women 

Notice  of  Meeting 

agency:  Office  on  Violence  Against 
Women,  United  States  Department  of 
Justice. 

ACTION:  Notice  of  meeting. 

SUMMARY:  This  notice  sets  forth  the 
schedule  and  proposed  agenda  of  the 
forthcoming  public  meeting  of  the 
Section  904  Violence  Against  Women  in 
Indian  Country  Task  Force  (hereinafter 
“the  Task  Force”). 

DATES:  The  meeting  will  take  place  on 
December  8,  2008  from  8:30  a.m.  to  5 
p.m.  and  on  December  9,  2008  from  8:30 
a.m.  to  5  p.m. 

ADDRESSES:  The  meeting  will  take  place 
at  Agua  Caliente  Spa  Resort  Hotel,  100 
North  Indian  Canyon  Drive,  Palm 
Springs,  California  92262.  The  public  is 
asked  to  preregister  by  December  1, 

2008  for  the  meeting  (see  below  for 
information  on  pre-registration). 

FOR  FURTHER  INFORMATION  CONTACT: 
Lorraine  Edmo,  Deputy  Tribal  Director, 
Office  on  Violence  Against  Women, 
United  States  Department  of  Justice,  800 
K  Street,  NW.,  Suite  920;  Washington, 
DC  20530;  by  telephone  at:  (202)  514- 
88,04;  e-mail:  Lorraine.edmo@usdoj.gov, 
or  fax-.  (202)  307-3911.  You  may  also 
view  information  about  the  Task  Force 
on  the  Office  on  Violence  Against 
Women  Web  site  at:  http:// 
wwrw.ovw.usdoj.gov/siw.htm. 
SUPPLEMENTARY  INFORMATION:  Notice  of 
this  meeting  is  required  under  section 
10(a)(2)  of  the  Federal  Advisory 
Committee  Act.  Title  IX  of  the  Violence 


Against  Women  Act  of  2005  (VAWA 
2005)  requires  the  Attorney  General  to 
establish  a  Task  Force  to  assist  the 
National  Institute  of  Justice  (NIJ)  to 
develop  and  implement  a  program  of 
research  on  violence  against  American 
Indian  and  Alaska  Native  women, 
including  domestic  violence,  dating 
violence,  sexual  assault,  stalking,  and 
murder.  The  program  will  evaluate  the 
effectiveness  of  the  Federal,  State,  and 
tribal  response  to  violence  against 
Indian  women,  and  will  propose 
recommendations  to  improve  the 
government  response.  The  Attorney 
General,  acting  through  the  Director  of 
the  Office  on  Violence  Against  Women, 
established  the  Task  Force  on  March  31, 
2008. 

This  meeting  will  be  the  second 
meeting  of  the  Task  Force  and  will 
include  a  presentation  of  the  Title  IX, 
Section  904  Research  Plan  Proposal  and 
facilitated  Task  Force  discussion  of  the 
proposal.  In  addition,  the  Task  Force  is 
also  welcoming  public  oral  comment  at 
this  meeting  and  has  reserved  an 
estimated  45  minutes  for  this  purpose. 
Members  of  the  public  wishing  to 
address  the  Task  Force  must  contact 
Lorraine  Edmo,  Deputy  Tribal  Director, 
Office  on  Violence  Against  Women, 
United  States-Department  of  Justice,  800 
K  Street,  NW.,  Suite  920,  Washington, 
DC  20530;  by  telephone  at:  (202)  514- 
8804;  e-mail:  Lorraine.edmo@usdoj.gov, 
or /ax;  (202)  307-3911. 

The  meeting  will  take  place  on 
December  8,  2008  from  8:30  a.m.  to  5 
p.m.  and  on  December  9,  2008  from  8:30 
a.m.  to  5  p.m.  and  will  include  breaks 
and  a  working  lunch  on  December  8, 
2008.  Time  will  be  reser\'ed  for  public 
comment  on  December  9,  2008  from  4 
p.m.  to  4:45  p.m.  See  the  section  below 
for  information  on  reserving  time  for 
public  comment. 

Access:  This  meeting  will  be  open  to 
the  pubic  but  registration  on  a  space 
available  basis  is  required.  Persons  who 
wish  to  attend  must  register  at  least  six 
(6)  days  in  advance  of  the  meeting  by 
contacting  Lorraine  Edmo,  Deputy 
Tribal  Director,  Office  on  Violence 
Against  Women,  United  States 
Department  of  Justice,  by  e-mail: 
Lorraine.edmo@usdoj.gov:  or  fax:  202  ^ 
307-3911.  All  attendees  will  be  required 
to  sign  in  at  the  meeting  registration 
desk. 

The  meeting  site  is  accessible  to 
individuals  with  disabilities. 

Individuals  who  require  special 
accommodation  in  order  to  attend  the 
meeting  should  notify  Lorraine  Edmo, 
Deputy  Tribal  Director,  Office  on 
Violence  Against  Women,  United  States 
Department  of  Justice,  by  e-mail: 
Lorraine.edmo@usdoj.gov;  or  fax:  202 


307-3911  no  later  than  December  1, 
2008.  After  this  date,  we  will  attempt  to 
satisfy  accommodation  requests  but 
cannot  guarantee  the  availability  of  any 
requests. 

Written  Comments:  Interested  parties 
are  invited  to  submit  written  comments 
by  December  1,  2008  to  Lorraine  Edmo, 
Deputy  Tribal  Director,  Office  on 
Violence  Against  Women,  United  States 
Department  of  Justice,  800  K  Street, 

NW.,  Suite  920,  Washington,  DC  20530 
by  mail;  or  by  e-mail: 
Lorrairie.edmo@usdoj.gov;  or  bv  fax:  202 
307-3911. 

Public  Comment:  Persons  interested 
in  participating  during  the  public 
comment  period  of  the  meeting,  which 
will  address  the  Title  IX,  Section  904 
Research  Plan  Proposal,  are  requested  to 
reserve  time  on  the  agenda  by 
contacting  Lorraine  Edmo,  Deputy 
Tribal  Director,  Office  on  Violence 
Against  Women,  United  States 
Department  of  Justice,  by  e-mail: 
Lorraine.edmo@usdoj.gov;  or  fax:  202 
307-3911. 

Requests  must  include  the 
participant’s  name,  organization 
represented,  if  appropriate,  and  a  brief 
description  of  the  subject  of  the 
comments.  Each  participant  will  be 
permitted  approximately  3  to  5  minutes 
to  present  comments,  depending  on  the 
number  of  individuals  reserving  time  on 
the  agenda.  Participants  are  also 
encouraged  to  submit  written  copies  of 
their  comments  at  the  meeting. 
Comments  that  are  submitted  to 
Lorraine  Edmo,  Deputy  Tribal  Director, 
Office  on  Violence  Against  Women, 
United  States  Department  of  Justice,  800 
K  Street,  NW.,  Suite  920,  Washington, 
DC  20530  by  mail;  by  e-mail: 
Lorraine.edmo@usdoj.gov:  or  fax:  202 
307-3911  before  December  1,  2008  will 
be  circulated  to  Task  Force  members 
prior  to  the  meeting. 

Given  the  expected  number  of 
individuals  interested  in  presenting 
comments  at  the  meeting,  reservations 
should  be  made  as  soon  as  possible. 
Persons  unable  to  obtain  reservations  to 
speak  during  the  meeting  are 
encouraged  to  submit  written 
comments,  which  will  be  accepted  at 
the  meeting  location  or  may  be  mailed 
to  the  Section  904  Violence  Against 
Women  in  Indian  Country  Task  Force, 
to  the  attention  of  Lorraine  Edmo, 
Deputy  Tribal  Director,  Office  on 
Violence  Against  Women,  United  States 
Department  of  Justice,  800  K  Street, 
NW.,  Suite  920,  Washington,  DC,  20530. 

Cindy  Dyer, 

Director,  Office  on  Viole  nce  Against  Women. 
[FR  Doc.  E8-27355  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4410-^X-P 


68448 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


DEPARTMENT  OF  JUSTICE 
Antitrust  Division 

[0MB  Number  1105-0025] 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comments  Requested 

action:  60-day  notice  of  information 
collection  under  review:  Federal  coal 
lease  request. 

The  Department  of  Justice  (DOJ), 
Antitrust  Division  (ATR),  will  be 
submitting  the  following  information 
collection  request  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  approval  in  accordance  with 
the  Paperwork  Reduction  Act  of  1995. 
The  proposed  information  collection  is 
published  to  obtain  comments  from  the 
public  and  affected  agencies.  Comments 
are  encouraged  and  will  be  accepted  for 
“sixty  days”  until  January  20,  2009. 

This  process  is  conducted  in  accordance 
with  5  CFR  1320.10. 

If  you  have  comments  (especially 
regarding  the  estimated  public  burden 
or  associated  response  time), 
suggestions,  or  need  a  copy  of  tbe 
proposed  information  collection 
instrument  with  instructions  or 
additional  information,  please  contact 
Jill  Ptacek,  Antitrust  Division,  United 
States  Department  of  Justice,  450  5th 
Street,  NW.,  Suite  4000,  Washington, 

DC  20530. 

Written  comments  and  suggestions 
from  the  public  and  affected  agencies 
concerning  tbe  proposed  collection  of 
information  are  encouraged.  Your 
comments  should  address  one  or  more 
of  the  following  four  points: 

-^Evaluate  whether  the  proposed 

collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

— Evaluate  the  accuracy  of  the  agency’s 
estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 
— Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

— Minimize  the  burden  of  the  collection 
of  information  on  those  who  are  to 
respond,  including  through  the  use  of 
appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms 
of  information  technology,  e.g., 
permitting  electronic  submission  of 
responses. 


Overview  of  This  Information 
Collection 

(1)  Type  of  Information  Collection: 
Extension  of  a  currently  approved 
collection. 

(2)  Title  of  the  Form/Collection: 
Federal  Coal  Lease  Reserves. 

(3)  Agency  form  number,  if  any,  and 
the  applicable  component  of  tbe 
Department  of  Justice  sponsoring  the 
collection:  Form  Numbers:  ATR-139 
and  ATR-140,  Antitrust  Division, 
Department  of  Justice. 

(4)  Affected  public  who  will  be  asked 
or  required  to  respond,  as  well  as  a  brief 
abstract:  Primary:  Business  or  other  for 
Profit.  Other:  None.  The  Department  of 
Justice  evaluates  the  competitive  impact 
of  issuances,  transfers  and  exchanges  of 
federal  coal  leases.  These  forms  seek 
information  regarding  a  prospective  coal 
lessee’s  existing  coal  reserves.  The 
Department  uses  this  information  to 
determine  whether  the  issuance, 
transfer  or  exchange  of  the  federal  coal 
lease  is  consistent  with  the  antitrust 
laws. 

(5)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond.  It  is  estimated  that  20 
respondents  will  complete  each  form, 
with  each  response  taking 
approximately  two  hours. 

(6)  An  estimate  of  the  total  public 
burden  (in  hours)  associated  with  tbe 
collection:  There  are  an  estimated  40 
annual  burden  hours  associated  with 
this  collection,  in  total. 

If  additional  information  is  required 
contact:  Lynn  Bryant,  Department 
Clearance  Officer,  United  States 
Department  of  Justice,  Justice 
Management  Division,  Policy  and 
Planning  Staff,  Patrick  Henry  Building, 
Suite  1600,  601  D  Street,  NW., 
Washington,  DC  20530. 

Dated:  November  12,  2008. 

Lynn  Bryant, 

Department  Clearance  Officer,  PR  A,  U.S. 
Department  of  Justice. 

[FR  Doc.  E8-27324  Filed  11-17-08;  8:45  am] 
BILUNG  CODE  4410-01-e 


DEPARTMENT  OF  JUSTICE 

Federal  Bureau  of  Investigation 

[OMB  Number  1110-0005] 

Agency  Information  Collection 
Activities:  Proposed  Collection, 
Comments  Requested 

ACTION:  60-day  notice  of  information 
collection;  under  review:  extension  of  a 
currently  approved  collection;  age,  sex, 
and  race  of  persons  arrested  18  years  of 


age  and  over;  age,  sex,  and  race  of 
persons  arrested  under  18  years  of  age. 

The  Department  of  Justice,  Federal 
Bureau  of  Investigation,  Criminal  Justice 
Information  Services  Division  (CJIS) 
will  be  submitting  the  following 
Information  Collection  Request  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  and  clearance  in 
accordance  with  established  review 
procedures  of  the  Paperwork  Reduction 
Act  of  1995.  The  proposed  information 
collection  is  published  to  obtain 
comments  from  the  public  and  affected 
agencies.  Comments  are  encouraged  and 
will  be  accepted  until  January  20,  2009. 
This  process  is  conducted  in  accordance 
with  5  CFR  1320.10. 

All  comments,  suggestions,  or 
questions  regarding  additional 
information,  to.include  obtaining  a  copy 
of  tbe  proposed  information  collection 
instrument  with  instructions,  should  be 
directed  to  Mr.  Gregory  E.  Scarbro,  Unit 
Chief,  Federal  Bureau  of  Investigation, 
CJIS  Division,  Module  E-3,  1000  Custer 
Hollow  Road,  Clarksburg,  West  Virginia 
26306,  or  facsimile  to  (304)  625-3566. 

Written  comments  and  suggestions 
from  the  public  and  affected  agencies 
concerning  tbe  proposed  collection  of 
information  are  encouraged.  Comments 
should  address  one  or  more  of  the 
following  four  points: 

(1)  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

(2)  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

(3)  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

(4)  Minimize  the  burden  of  tbe 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  of 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

Overview  of  this  information 
collection: 

(1)  Type  of  information  collection: 
Extension  of  a  currently  approved 
collection. 

(2)  The  title  of  the  form/collection: 
Age,  Sex,  and  Race  of  Persons  Arrested 
18  Years  of  Age  and  Over;  Age,  Sex,  and 
Race  of  Persons  Arrested  Under  18 
Years  of  Age. 
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(2)  The  agency  form  number,  if  any, 
and  the  applicable  component  of  the 
department  sponsoring  the  collection: 
Forms  1-708  and  l-708a:  CJIS  Division, 
Federal  Bureau  of  Investigation, 
Department  of  Justice. 

(3)  Affected  public  who  will  be  asked 
or  required  to  respond,  as  well  as  a  brief 
abstract:  Primary:  City,  county,  state, 
federal,  and  tribal  law  enforcement 
agencies. 

These  forms  gather  data  obtained  from 
law  enforcement  in  which  an  arrest  has 
occurred. 

(4)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond:  There  are  approximately 
17,738  law  enforcement  agency 
respondents  at  12  minutes  for  l-708a 
and  15  minutes  for  1-708. 

(6)  An  estimate  of  the  total  public 
burden  (in  hours)  associated  with  this 
collection:  There  are  approximately 
95,785  hours,  annual  burden,  associated 
with  this  information  collection. 

If  additional  information  is  required 
contact:  Ms.  Lynn  Bryant,  Department 
Clearance  Officer,  Policy  and  Planning 
Staff,  Justice  Management  Division, 
United  States  Department  of  Justice, 
Patrick  Henry  Building,  Suite  1600,  601 
D-Street,  NW.,  Washington,  DC  20530. 

Dated:  November  12,  2008. 

Lynn  Bryant, 

Department  Clearance  Officer,  PRA,  United 
States  Department  of  Justice. 

IFR  Doc.  E8-27326  Filed  11-17-08:  8:45  am) 
BILLING  CODE  441IM)2-P 


DEPARTMENT  OF  JUSTICE 

Office  of  Justice  Programs;  Office  of 
Juvenile  Justice  and  Delinquency 
Prevention 

[OMB  Number  1121-0218] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comments  Requested 

action:  60-day  notice  of  information 
collection  under  review;  census  of 
juveniles  in  residential  placement 
(extension,  without  change,  of  a 
currently  approved  collection]. 

The  Department  of  Justice  (DOJJ, 
Office  of  Justice  Programs,  Office  of 
Juvenile  Justice  and  Delinquency 
Prevention,  will  be  submitting  the 
following  information  collection  request 
to  the  Office  of  Management  and  Budget 
(OMB)  for  review  and  approval  in 
accordance  with  the  Paperwork 
Reduction  Act  of  1995.  The  proposed 
information  collection  is  published  to 
obtain  comments  from  the  public  and 


affected  agencies.  Comments  are 
encouraged  and  will  be  accepted  for 
“sixty  days”  until  January  20,  2009. 

This  process  is  conducted  in  accordance 
with  5  CFR  1320.10. 

If  you  have  comments  especially  on 
the  estimated  public  burden  or 
associated  response  time,  suggestions, 
or  need  a  copy  of  the  proposed 
information  collection  instrument  with 
instructions  or  additional  information, 
please  contact  Janet  Chiancone,  (202) 
353-9258,  Office  of  Juvenile  Justice  and 
Delinquency  Prevention,  Office  of 
Justice  Programs,  U.S.  Department  of 
Justice,  810  Seventh  Street,  NW., 
Washington,  DC  20531. 

Written  comments  and  suggestions 
from  the  public  and  affected  agencies 
concerning  the  proposed  collection  of 
information  are  encouraged.  Your' 
comments  should  address  one  or  more 
of  the  following  four  points: 

— Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  ef  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

— Evaluate  the  accuracy  of  the  agencies 
estimate  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methpdology  and  assumptions  used; 
— Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

— Minimize  the  burden  of  the  collection 
of  information  on  those  who  are  to 
respond,  including  through  the  use  of 
appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms 
of  information  technology,  e.g., 
permitting  electronic  submission  of 
responses. 

Overview  of  This  Information 
Collection 

(1)  Type  of  information  collection: 
Extension  of  a  currently  approved 
collection. 

(2)  The  title  of  the  form/collection: 
Census  of  Juveniles  in  Residential 
Placement. 

(3)  The  agency  form  number,  if  any, 
and  the  applicable  component  of  the 
Department  sponsoring  the  collection: 
The  form  number  is  CJ-14,  Office  of 
Juvenile  Justice  and  Delinquency 
Prevention,  United  States  Department  of 
Justice. 

(4)  Affected  public  who  will  be  asked 
or  required  to  respond,  as  welt  as  a  brief 
abstract:  Primary:  Federal  Government, 
State,  Local  or  Tribal.  Other:  Not-for- 
profit  institutions;  Business  or  other  for- 
profit. 


(5)  An  estimate  of  the  total  number  of 
respondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond/reply:  It  is  estimated  that  3,500 
respondents  will  complete  a  3-hour 
questionnaire. 

(6J  An  estimate  of  the  total  public 
burden  (in  hours)  associated  with  the 
collection:  Approximately  10,500  hours. 

If  additional  information  is  required, 
contact -.Ijynn  Bryant,  Department 
Clearance  Officer,  United  States 
Department  of  Justice,  Justice 
Management  Division,  Policy  and 
Planning  Staff,  Patrick  Henry  Building, 
Suite  1600,  601  D  Street,  NW., 
Washington,  DC  20530. 

Dated:  November  12,  2008. 

Lynn  Bryant, 

Department  Clearance  Officer,  PRA,  U.S. 
Department  of  Justice. 

[FR  Doc.  E8-27322  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4410-18-P 


DEPARTMENT  OF  LABOR 

Bureau  of  Labor  Statistics 

Comment  Request 

ACTION:  Notice  of  .solicitation  of 
comments. 

SUMMARY:  The  Department  of  Labor 
through  the  Bureau  of  Labor  Statistics 
(BLS)  is  responsible  for  the 
development  and  publication  of 
occupational  employment  projections 
and  related  career  information, 
including  the  education  or  training 
requirements  for  detailed  occupations. 
These  requirements  are  identified  and 
estimated  using  one  of  two  different 
systems  developed  by  the  Employment 
Projections  program  and  are  published 
in  the  Occupational  Projections  and 
Training  Data  bulletin  and  in  a 
searchable  database  on  the  Employment 
Projections  web  site.  Presenting  data 
using  two  different  systems  has  led  to 
some  confusion  among  customers  of  the 
Employment  Projections  program  about 
which  system  to  use  and  how  to  use 
them.  BLS  is  currently  soliciting 
comments  on  a  proposal  to  revise  the 
two  systems  into  one  integrated  system. 
dates;  Written  comments  must  be 
submitted  to  the  office  listed  in  the 
ADDRESSES  section  of  this  notice  on  or 
before  December  18,  2008. 

ADDRESSES:  Send  comments  to  Roger 
Moncarz,  Office  of  Occupational 
Statistics  and  Employment  Projections, 
Bureau  of  Labor  Statistics,  Room  2135, 

2  Massachusetts  Avenue,  NE.. 
Washington,  DC  20212  or  by  e-mail  to: 
educfeedback@bls.gov. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Roger  Moncarz,  Office  of  Occupational 
Statistics  and  Employment  Projections, 
Bureau  of  Labor  Statistics,  telephone 
number  202-691-5694,  or  by  e-mail  at 
educfeedbaclf@bls.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Department  of  Labor  through  the 
Bureau  of  Labor  Statistics  (BLS)  is 
responsible  for  the  development  and 
publication  of  occupational 
employment  projections  and  related 
career  information,  including  the 
education  or  training  requirements  for 
detailed  occupations.  These 
requirements  are  identified  and 
estimated  using  one  of  two  different 
systems  developed  by  the  Employment 
Projections  program:  the  “education  or 
training  category”  system  and  the 
“educational  attainment  cluster” 
system.  Results  from  both  systems  are 
published  in  the  Occupational 
Projections  and  Training  Data  and  in  a 
searchable  database  on  the  Employment 
Projections  web  site.  Presenting  data 
using  two  different  systems  has  led  to 
some  confusion  among  customers  of  the 
Employment  Projections  program  about 
which  system  to  use  and  how  to  use 
them.  BLS  is  currently  soliciting 
comments  on  a  proposal  to  revise  the 
two  systems  into  one  integrated  system. 

II.  Current  Action 

BLS  proposes  modifications  to  both 
the  education  or  training  category  and 
the  educational  attainment  cluster 
systems  to  more  fully  integrate  the  two. 
The  old  systems  assigned  an  education 
cluster  and/or  an  education,  work 
experience,  or  on-the-job  training 
category  to  each  occupation.  The 
modifications  include  eliminating  the 
cluster  data  and  rating  each  occupation 
on  all  three  categories:  education,  on- 
the-job  training,  and  work  experience. 

Access  the  detailed  destiription  of  the 
proposed  modification  to  the 
Employment  Projections  program 
education  and  training  classification 
systems  and  examples  of  the  new 
system  at  the  following  internet  address: 
http://www.bls.gov/emp/edunotice.htm. 

III.  Desired  Focus  of  Comments 

Comments  and  recommendations  are 
requested  from  the  public  on  the 
following  aspects  of  the  proposed 
education  and  training  system: 

•  The  clarity  of  the  new  system  of 
assigning  an  education,  on-the-job 
training,  and  work  experience  category 
to  each  occupation. 

•  The  clarity  of  the  proposed 
education  categories. 


•  The  suitability  of  the  new  system  to 
meet  the  needs  of  customers. 

•  The  understanding  of  how  the  new 
system  is  to  be  used. 

•  The  usefulness  of  the  new 
integrated  system  compared  to  the  old 
ones. 

Signed  at  Washington,  DC,  this  12th  day  of 
November  2008. 

Cathy  Kazanowski, 

Chief,  Division  of  Management  Systems, 
Bureau  of  Labor  Statistics. 

[FR  Doc.  E8-27330  Filed  11-17-08;  8:45  ami 
BILLING  CODE  4S10-24-P 


NATIONAL  CREDIT  UNION 
ADMINISTRATION 

Sunshine  Act;  Notice  of  Agency 
Meeting 

TIME  AND  date:  10  a.m.',  Thursday, 

November  20,  2008. 

place:  Board  Room,  7th  Floor,  Room 

7047,  1775  Duke  Street,  Alexandria,  VA 

22314-3428. 

STATUS:  Open. 

MATTERS  TO  BE  CONSIDERED: 

1.  NCUA’s  Examination  Program. 

2.  NCUA’s  2009/2010  Operating 
Budget. 

3.  NCUA’s  Overhead  Transfer  Rate. 

4.  NCUA’s  Operating  Fee  Scale. 

5.  Final  Rule — Part  702  of  NCUA’s 
Rules  and  Regulations,  Prompt 
Corrective  Action. 

6.  Final  Rule — Parts  701  and  705  of 
NCUA  Rules  and  Regulations,  Low 
Income  Definition. 

7.  Final  Rule — Part  701  of  NCUA 
Rules  and  Regulations,  Interpretive 
Ruling  and  Policy  Statement  (IRPS)  08- 
2,  Criteria  to  approve  service  to 
underserved  areas. 

8.  Quarterly  Insurance  Fund  Report. 
FOR  FURTHER  INFORMATION  CONTACT: 
Mary  Rupp,  Secretary  of  the  Board, 
Telephone:  703-518-6304. 

Hattie  Ulan, 

Acting  Board  Secretary. 

[FR  Doc.  E8-27393  Filed  11-14-08;  11:15 
am] 

BILLING  CODE  7535-01-P 


NATIONAL  CREDIT  UNION 
ADMINISTRATION 

Temporary  Corporate  Credit  Union 
Liquidity  Guarantee  Program 

agency:  National  Credit  Union 
Administration  (NCUA). 

ACTION:  Notice. 

SUMMARY:  This  notice  contains 
information  about  the  National  Credit 


Union  Administration’s  Temporary 
Corporate  Credit  Union  Liquidity 
Guarantee  Program  (TCCULGP). 
ADDRESSES:  1775  Duke  Street, 
Alexandria,  Virginia  22314.  . 

FOR  FURTHER  INFORMATION  CONTACT: 
David  Shetler,  Senior  Corporate 
Analyst,  Office  of  Corporate  Credit 
Unions,  at  the  above  address  or 
telephone  (703)  518-6646. 
SUPPLEMENTARY  INFORMATION: 

On  October  16,  2008,  the  National 
Credit  Union  Administration  Board 
approved  the  TCCULGP.  Under  the 
terms  of  the  TCCULGP,  the  National 
Credit  Union  Share  Insurance  Fund  will 
guarantee  certain  unsecured  debt  of 
participating  corporate  credit  unions 
issued  from  October  16,  2008  through 
June  30,  2009.  Types  of  qualifying  debt 
obligations  generally  include  federal 
funds  purchased,  promissory  notes, 
commercial  paper,  and  unsubordinated 
unsecured  notes. 

NCUA’s  guarantee  is  subject  to  terms 
and  conditions.  In  addition,  corporate 
credit  unions  may  elect  not  to 
participate  in  the  TCCULGP,  and  those 
credit  unions  that  do  participate  may 
elect  not  to  offer  the  NCUA  guarantee  on 
all  qualifying  debt  obligations. 

To  ensure  that  a  particular  debt 
obligation  is  covered  by  the  guaranteer 
creditors  wishing  to  take  advantage  of 
the  NCUA  guarantee  must: 

(1)  Ensure  the  corporate  credit  union 
has  elected  to  participate  in  the 
TCCULP; 

(2)  Ensure  the  debt  obligation 
qualifies  for  coverage  under  the  terms 
and  conditions  of  the  TCCULGP,  and 

(3)  Obtain  and  record  a  confirmation, 
issued  by  the  participating  corporate 
credit  union  contemporaneous  with  the 
issuance  of  the  debt  obligation,  that  the 
credit  union  intends  that  particular 
obligation  to  be  guaranteed  by  the 
NCUA. 

Once  guaranteed  by  NCUA,  qualifying 
debt  will  remain  guaranteed  until  the 
debt  is  fully  repaid. 

NCUA  will  publish  a  list  of 
participating  corporate  credit  unions  on 
the  web  on  November  18,  2008  at  http:// 
www.ncua.gov/CorporateCU/index.htm. 

For  more  information  about  the 
TCCULGP,  including  terms,  conditions, 
and  participants,  interested  parties  may 
contact  Senior  Analyst  Dave  Shetler  of 
the  NGUA  Office  of  Corporate  Credit 
Unions. 

Authoritv:  12  U.S.C.  1766(a),  1766(i)(2), 
1783(a),  17'88(a)(l),  and  1789(a)(7). 

Dated:  November  12,  2008. 

Hattie  Ulan, 

Acting  Secretary  of  the  Board. 

[FR  Doc.  E8-27274  Filed  11-17-08;  8:45  am] 
BILLING  CODE  753S-01-P 
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NUCLEAR  REGULATORY 
COMMISSION 

Biweekly  Notice;  Applications  and 
Amendments  to  Faciiity  Operating 
Licenses  Involving  No  Significant 
Hazards  Considerations 

1.  Background 

Pursuant  to  section  189a.(2)  of  the 
Atomic  Energy  Act  of  1954,  as  amended 
(the  Act),  the  U.S.  Nuclear  Regulatory 
Commission  (the  Commission  or  NRC 
staff)  is  publishing  this  regular  biweekly 
notice.  The  Act  requires  the 
Commission  publish  notice  of  any 
amendments  issued,  or  proposed  to  be 
issued  and  grants  the  Commission  the 
authority  to  issue  and  make 
immediately  effective  any  amendment 
to  an  operating  license  upon  a 
determination  by  the  Commission  that 
such  amendment  involves  no  significant 
hazards  consideration,  notwithstanding 
the  pendency  before  the  Commission  of 
a  request  for  a  hearing  from  any  person. 

This  biweekly  notice  includes  all 
notices  of  amendments  issued,  or 
proposed  to  be  issued  from  October  23, 
2008,  to  November  5,  2008.  The  last 
biweekly  notice  was  published  on 
November  4,  2008  (73  FR  65685). 

Notice  of  Consideration  of  Issuance  of 
Amendments  to  Facility  Operating 
Licenses,  Proposed  No  Signifrcant 
Hazards  Consideration  Determination, 
and  Opportunity  for  a  Hearing 

The  Commission  has  made  a 
proposed  determination  that  the 
following  amendment  requests  involve 
no  significant  hazards  consideration. 
Under  the  Commission’s  regulations  in 
10  CFR  50.92,  this  means  that  operation 
of  the  facility  in  accordance  with  the 
proposed  amendment  would  not  (1) 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an 
accident  previously  evaluated;  or  (2) 
create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
accident  previously  evaluated:  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  safety.  The  basis  for  this 
proposed  determination  for  each 
amendment  request  is  shown  below. 

The  Commission  is  seeking  public 
comments  on  this  proposed 
determination.  Any  comments  received 
within  30  days  after  the  date  of 
publication  of  this  notice  will  be 
considered  in  making  any  final 
determination. 

Normally,  the  Commission  will  not 
issue  the  amendment  until  the 
expiration  of  60  days  after  the  date  of 
publication  of  this  notice.  The 
Commission  may  issue  the  license 
amendment  before  expiration  of  the  60- 


day  period  provided  that  its  final 
determination  is  that  the  amendment 
involves  no  significant  hazards 
consideration.  In  addition,  the 
Commission  may  issue  the  amendment 
prior  to  the  expiration  of  the  30-day 
comment  period  should  circumstances 
change  during  the  30-day  comment 
period  such  that  failure  to  act  in  a 
timely  way  would  result,  for  example, 
in  derating  or  shutdown  of  the  facility. 
Should  the  Commission  take  action 
prior  to  the  expiration  of  either  the 
comment  period  or  the  notice  period,  it 
will  publish  in  the  Federal  Register  a 
notice  of  issuance.  Should  the 
Commission  make  a  final  No  Significant 
Hazards  Consideration  Determination, 
any  hearing  will  take  place  after 
issuance.  The  Commission  expects  that 
the  need  to  take  this  action  will  occur 
very  infrequently. 

Written  comments  may  be  submitted 
by  mail  to  the  Chief,  Rulemaking, 
Directives  and  Editing  Branch,  Division 
of  Administrative  Services,  Office  of 
Administration,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555- 
0001,  and  should  cite  the  publication 
date  and  page  number  of  this  Federal 
Register  notice.  Written  comments  may 
also  be  delivered  to  Room  6D22,  Two 
White  Flint  North,  11545  Rockville 
Pike,  Rockville,  Maryland,  from  7:30 
a.m.  to  4:15  p.m.  Federal  workdays. 
Copies  of  written  comments  received 
may  be  examined  at  the  Commission’s  „ 
Public  Document  Room  (PDR),  located 
at  One  White  Flint  North,  Public  File 
Area  01F21,  11555  Rockville  Pike  (first 
floor),  Rockville,  Maryland.  The  filing  of 
requests  for  a  hearing  and  petitions  for 
leave  to  intervene  is  discussed  below. 

Within  60  days  after  the  date  of 
publication  of  this  notice,  person(s)  may 
file  a  request  for  a  hearing  with  respect 
to  issuance  of  the  amendment  to  the 
subject  facility  operating  license  and 
any  person  whose  interest  may  be 
affected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
via  electronic  submission  through  the 
NRC  E-Filing  system  for  a  hearing  and. 
a  petition  for  leave  to  intervene. 

Requests  for  a  hearing  and  a  petition  for 
leave  to  intervene  shall  be  filed  in 
accordance  with  the  Commission’s 
“Rules  of  Practice  for  Domestic 
Licensing  Proceedings’’  in  10  CFR  Part 
2.  Intere.sted  person(s)  should  consult  a 
current  copy  of  10  CFR  2.309,  which  is 
available  at  the  Commission’s  PDR, 
located  at  One  White  Flint  North.  Public 
File  Area  01F21,  11555  Rockville  Pike 
(first  floor),  Rockville,  Maryland. 
Publicly  available  records  will  be 
accessible  from  the  Agencywide 
Documents  Access  and  Management 


System’s  (ADAMS)  Public  Electronic 
Reading  Room  on  the  Internet  at  the 
NRC  Web  site,  http://www.nrc.gov/ 
reading-rm/doc-collections/cfr/ .  If  a 
request  for  a  hearing  or  petition  for 
leave  to  intervene  is  filed  within  60 
days,  the  Commission  or  a  presiding 
officer  designated  by  the  Commission  or 
by  the  Chief  Administrative  Judge  of  the 
Atomic  vSafety  and  Licensing  Board 
Panel,  will  rule  on  the  request  and/or 
petition;  and  the  Secretary  or  the  Chief 
Administrative  Judge  of  the  Atomic 
Safety  and  Licensing  Board  will  issue  a 
notice  of  a  hearing  or  an  appropriate 
order. 

As  required  by  10  CFR  2.309,  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  proceeding.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  general  requirements:  (1)  The 
name,  address,  and  telephone  number  of 
the  requestor  or  petitioner:  (2)  the 
nature  of  the  requestor’s/petitioner’s 
right  under  the  Act  to  be  made  a  party 
to  the  proceeding:  (3)  the  nature  and 
extent  of  the  requestor’s/petitioner’s 
property,  financial,  or  other  interest  in 
the  proceeding:  and  (4)  the  possible  - 
effect  of  any  decision  or  order  which 
may  be  entered  in  the  proceeding  on  the 
requestor ’s/petitioner’s  interest.  The 
petition  must  also  set  forth  the  specific 
contentions  which  the  petitioner/ 
requestor  seeks  to  have  litigated  at  the 
proceeding. 

Each  contention  must  consist  of  a 
specific  statement  of  the  issue  of  law  or. 
fact  to  be  raised  or  controverted.  In 
addition,  the  petitioner/requestor  shall 
provide  a  brief  explanation  of  the  bases 
for  the  contention  and  a  concise 
statement  of  the  alleged  facts  or  expert 
opinion  which  support  the  contention 
and  on  which  the  petitioner/requestor 
intends  to  rely  in  proving  the  contention 
at  the  hearing.  The  petitioner/requestor 
must  also  provide  references  to  those 
specific  sources  and  documents  of 
which  the  petitioner  is  aware  and  on 
which  the  petitioner/requestor  intends 
to  rely  to  establish  those  facts  or  expert 
opinion.  The  petition  must  include 
sufficient  information  to  show  that  a 
genuine  dispute  exists  with  the 
applicant  on  a  material  issue  of  law  or 
fact.  Contentions  shall  be  limited  to 
matters  within  the  scope  of  the 
amendment  under  consideration.  The 
contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner/, 
requestor  to  relief.  A  petitioner/ 
requestor  who  fails  to  satisfy  these 
requirements  with  respect  to  at  least  one 
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contention  will  not  be  permitted  to 
participate  as  a  party. 

Those  permitted  to  intervene  become 
parties  to  the  proceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
participate  fully  in  the  conduct  of  the 
hearing. 

If  a  hearing  is  requested,  and  the 
Commission  has  not  made  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  hearing  is  held.  If  the  final 
determination  is  that  the  amendment 
request  involves  no  significant  hazards 
consideration,  the  Commission  may 
issue  the  amendment  and  make  it 
immediately  effective,  notwithstanding 
the  request  for  a  hearing.  Any  hearing 
held  would  take  place  after  issuance  of 
the  amendment.  If  the  final 
determination  is  that  the  amendment 
request  involves  a  significant  hazards 
consideration,  any  hearing  held  would 
take  place  before  the  issuance  of  any 
amendment. 

A  request  for  hearing  or  a  petition  for 
leave  to  intervene  must  be  filed  in 
accordance  with  the  NRC  E-Filing  rule, 
which  the  NRC  promulgated  in  August 
28,  2007  (72  FR  49139).  The  E-Filing 
process  requires  participants  to  submit 
and  serve  documents  over  the  internet 
or  in  some  cases  to  mail  copies  on 
electronic  storage  media.  Participants 
may  not  submit  paper  copies  of  their 
filings  unless  they  seek  a  waiver  in 
accordance  with  the  procedures 
described  below. 

To  comply  with  the  procedural 
requirements  of  E-Filing,  at  least  five  (5) 
days  prior  to  the  filing  deadline,  the 
petitioner/requestor  must  contact  the 
Office  of  the  Secretary  by  e-mail  at 
hearingdocket@nrc.gov,  or  by  calling 
(301)  415-1677,  to  request  (1)  a  digital 
ID  certificate,  which  allows  the 
participant  (or  its  counsel  or 
representative)  to  digitally  sign 
documents  and  access  the  E-Submittal 
server  for  any  proceeding  in  which  it  is 
participating:  and/or  (2)  creation  of  an 
electronic  docket  for  the  proceeding 
(even  in  instances  in  which  the 
petitioner/requestor  (or  its  counsel  or 
representative)  already  holds  an  NRC- 
issued  digital  ID  certificate).  Each 
petitioner/requestor  will  need  to 
download  the  Workplace  Forms 
Viewer™  to  access  the  Electronic 
Information  Exchcmge  (EIE),  a 
component  of  the  E-Filing  system.  The 
Workplace  Forms  Viewer™  is  free  and 
is  available  at  http://www.nrc.gov/site- 
help/e-submittals/install-xiewer.html. 


Information  about  applying  for  a  digital 
ID  certificate  is  available  on  NRC’s 
public  Web  site  at  http://www.nrc.gov/ 
site-help/e-submittals/apply- 
certificates.html. 

Once  a  petitioner/requestor  has 
obtained  a  digital  ID  certificate,  had  a 
docket  created,  and  downloaded  the  EIE 
viewer,  it  can  then  submit  a  request  for 
hearing  or  petition  for  leave  to 
intervene.  Submissions  should  be  in 
Portable  Document  Format  (PDF)  in 
accordance  with  NRC  guidance 
available  on  the  NRC  public  Web  site  at 
http://www.nrc.gov/site-help/e- 
submittals.html.  A  filing  is  considered 
complete  at  the  time  the  filer  submits  its 
documents  through  EIE.  To  be  timely, 
an  electronic  filing  must  be  submitted  to 
the  EIE  system  no  later  than  11:59  p.m. 
Eastern  Time  on  the  due  date.  Upon 
receipt  of  a  transmission,  the  E-Filing 
system  time-stamps  the  document  and 
sends  the  submitter  an  e-mail  notice 
confirming  receipt  of  the  document.  The 
EIE  system  also  distributes  an  e-mail 
notice  that  provides  access  to  the 
document  to  the  NRC  Office  of  the 
General  Counsel  and  any  others  who 
have  advised  the  Office  of  the  Secretary 
that  they  wish  to  participate  in  the 
proceeding,  so  that  the  filer  need  not 
serve  the  documents  on  those 
participants  separately.  Therefore, 
applicants  and  other  participants  (or 
their  counsel  or  representative)  must 
apply  for  and  receive  a  digital  ID 
certificate  before  a  hearing  request/ 
petition  to  intervene  is  filed  so  that  they 
can  obtain  access  to  the  document  via 
the  E-Filing  system. 

A  person  filing  electronically  may 
seek  assistance  through  the  “Contact 
Us”  link  located  on  the  NRC  Web  site 
at  http://www.nrc.gov/site-help/e- 
submittals.html  or  by  calling  the  NRC 
technical  help  line,  which  is  available 
between  8:30  a.m.  and  4:15  p.m.. 

Eastern  Time,  Monday  through  Friday. 
The  help  line  number  is  (800)  397—4209 
or  locally,  (301)  415—4737. 

Participants  who  believe  that  they 
have  a  good  cause  for  not  submitting 
documents  electronically  must  file  a 
motion,  in  accordance  with  10  CFR 
2.302(g),  with  their  initial  paper  filing 
requesting  authorization  to  continue  to 
submit  documents  in  paper  format. 

Such  filings  must  be  submitted  by:  (1) 
First  class  mail  addressed  to  the  Office 
of  the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  Attention: 
Rulemaking  and  Adjudications  Staff;  or 
(2)  courier,  express  mail,  or  expedited 
delivery  service  to  the  Office  of  the 
Secretary,  Sixteenth  Floor,  One  White 
Flint  North,  11555  Rockville,  Pike, 
Rockville,  Maryland  20852,  Attention: 


Rulemaking  and  Adjudications  Staff. 
Participants  filing  a  document  in  this 
manner  are  responsible  for  serving  the 
document  on  all  other  participants. 
Filing  is  considered  complete  by  first- 
class  mail  as  of  the  time  of  deposit  in 
the  mail,  or  by  courier,  express  mail,  or 
expedited  delivery  service  upon 
depositing  the  document  with  the 
provider  of  the  service. 

Non-timely  requests  and/or  petitions 
and  contentions  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer,  or 
the  Atomic  Safety  and  Licensing  Board 
that  the  petition  and/or  request  should 
be  granted  and/or  the  contentions 
should  be  admitted,  based  on  a 
balancing  of  the  factors  specified  in  10 
CFR  2.309(c)(l)(i)-(viii).  To  be  timely, 
filings  must  be  submitted  no  later  than 
11:59  p.m.  Eastern  Time  on  the  due 
date. 

Documents  submitted  in  adjudicatory 
proceedings  will  appear  in  NRC’s 
electronic  hearing  docket  which  is 
available  to  the  public  at  http:// 
ehd.nrc.gov/EHD_Proceeding/home.asp, 
unless  excluded  pursuant  to  an  order  of 
the  Commission,  an  Atomic  Safety  and 
Licensing  Board,  or  a  Presiding  Officer. 
Participants  are  requested  not  to  include 
personal  privacy  information,  such  as 
social  security  numbers,  home 
addresses,  or  home  phone  numbers  in 
their  filings.  With  respect  to  copyrighted 
works,  except  for  limited  excerpts  that 
serve  the  purpose  of  the  adjudicatory 
filings  and  would  constitute  a  Fair  Use 
application,  participants  are  requested 
not  to  include  copyrighted  materials  in 
their  submission. 

For  further  details  with  respect  to  this 
amendment  action,  see  the  application 
for  amendment  which  is  available  for 
public  inspection  at  the  Commission’s 
PDR,  located  at  One  White  Flint  North, 
Public  File  Area  01F21,  11555  Rockville 
Pike  (first  floor),  Rockville,  Maryland. 
Publicly  available  records  will  be 
accessible  from  the  ADAMS  Public 
Electronic  Reading  Room  on  the  Internet 
at  the  NRC  Web  site,  http:// 
www.nrc'.gov/reading-rm/adams.html.  If 
you  do  not  have  access  to  ADAMS  or  if 
there  are  problems  in  accessing  the 
documents  located  in  ADAMS,  contact 
the  PDR  Reference  staff  at  1  (800)  397- 
4209,  (301)  415-4737  or  by  e-mail  to 
pdr.resource@nrc.gov. 

Arizona  Public  Service  Company,  et  al.. 
Docket  Nos.  STN  50-528,  STN  50-529, 
and  STN  50-530,  Palo  Verde  Nuclear 
Generating  Station,  Units  1,  2,  and  3,  . 
Maricopa  County,  Arizona 

Date  of  amendment  request:  October 
1,  2008. 
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Description  of  amendment  request: 
The  amendment  would  modify 
Technical  Specification  (TS)  5.5.16,  - 
Containment  Leakage  Rate  Testing 
Program,  hy  adding  exceptions  to 
Regulatory  Guide  (RG)  1.163, 
“Performance-Based  Containment  Leak- 
Test  Program,”  that  would  allow  the 
next  integrated  leak  rate  test  (ILRT) 
(Type  A  test)  to  he  performed  at  a  15- 
year  interval  at  Palo  Verde  Nuclear 
Generating  Station  (PVNGS),  Units  1,  2, 
and  3.  The  proposed  amendment  is  risk- 
informed  and  follows  the  guidance  in 
RG  1.174,  “An  Approach  for  Using 
Probabilistic  Risk  Assessment  in  Risk- 
Informed  Decisions'on  Plant-Specific 
Changes  to  the  Licensing  Basis.” 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Does  the  proposed  amendment  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated? 

Response:  No. 

The  proposed  change  to  extend  the  next 
ILRT  interval  from  10  to  15  years  one  time 
does  not  involve  a  physical  change  to 
PVNGS[,]  Units  1,  2,  and  3,  or  a  change  in 
the  manner  in  which  the  plant  is  operated  or 
controlled.  The  containment  vessel  is 
designed  to  provide  an  essentially  leak-tight 
barrier  against  the  uncontrolled  release  of 
radioactivity  to  the  environment  for  any 
postulated  accidents.  As  such,  the  reactor 
containment  itself  and  the  testing  guidelines 
invoked  to  periodically  demonstrate  the 
integrity  of  the  containment  exist  to  ensure 
the  containment  can  mitigate  the 
consequences  of  any  accident  and  do  not 
involve  the  prevention  or  identification  of 
any  precursors  of  any  accidents.  There  is  no 
design  basis  accident  that  is  initiated  by  a 
failure  of  the  containment  leakage  mitigation 
function.  The  extension  of  the  ILRT  will  not 
create  any  adverse  interactions  with  other 
systems  that  could  result  in  initiation  of  a 
design  basis  accident.  Therefore,  the 
probability  of  occurrence  of  an  accident 
previously  evaluated  is  not  significantly 
increa.sed. 

Based  on  a  completed  probability  risk 
assessment  of  the  affects  of  this  change  to  the 
ILRT  inter\'al  there  is  a  slight  increa.se  in  risk 
do.se.  This  increase  in  risk  in  terms  of  person- 
rem  year  within  50  miles  of  the  plant 
resulting  from  design  basis  accidents  is 
significantly  less  than  one  percent  and  of  a 
magnitude  that  NUREG— 1493  indicates  is 
imperceptible.  The  risk  asses.sment  also 
analyzed  the  increase  in  risk  in  terms  of  the 
frequency  of  large  early  releases  from 
accidents.  The  increa.se  in  the  large  early 
release  frequency  resulting  from  the 
proposed  extension  was  determined  to  be 
within  the  guidelines  published  in 
Regulatory  Guide  1.174.  Additionally,  the 
proposed  change  maintains  defense-in-depth 


by  preserving  a  reasonable  balance  among 
prevention  of  core  damage,  prevention  of  ( 
containment  failure,  and  consequence 
mitigation.  The  increase  in  the  conditional 
containment  failure  probability  from 
reducing  the  ILRT  frequency  from  one  test 
per  10  years  to  one  test  per  15  years  is  less 
than  one  percent  and  considered 
insignificant.  Continued  containment 
integrity  is  assured  by  the  history  of 
successful  ILRTs,  and  the  established 
programs  for  local  leakage  rate  testing  and  in- 
service  inspections  which  are  not  affected  by 
the  proposed  change.  Therefore,  the 
consequences  of  an  accident  previously 
analyzed  are  not  significantly  increased. 

In  summary,  the  probability  of  occurrence 
and  the  consequences  of  an  accident 
previously  evaluated  are  not  significantly 
increased. 

2.  Does  the  proposed  amendment  create 
the  possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated? 

Response:  No. 

The  proposed  change  to  extend  the  ILRT 
interv'al  from  10  to  15  years  does  not  create 
any  new  or  different  accident  initiators  or 
precursors.  The  length  of  the  ILRT  interval 
does  not  affect  the  manner  in  which  any 
accident  begins.  The  proposed  change  does 
not  physically  change  the  plant,  does  not 
create  any  new  failure  modes  for  the 
containment  and  does  not  affect  the 
interaction  between  the  containment  and  any 
other  system.  Thus,  the  proposed  changes  do 
not  create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  previously 
evaluated. 

3.  Does  the  proposed  amendment  involve 
a  significant  reduction  in  a  margin  of  safety? 

Response:  No. 

The  risk-based  margins  of  safety  associated 
with  the  containment  ILRT  are  those 
associated  with  the  estimated  person-rem  per 
year,  the  large  early  release  frequency,  and 
the  cxmditional  containment  failure 
probability.  The  potential  effect  of  the 
proposed  change  on  the  parameters  have 
been  quantified  and  it  has  been  determined 
that  the  effect  is  considered  insignificant. 

The  non-risk-based  margins  of  safety 
associated  with  the  containment  ILRT  are 
those  involved  with  its  structural  integrity 
and  leak  tightness.  The  propo.sed  change  to 
extend  the  ILRT  interval  from  10  to  15  years 
does  not  adversely  affect  either  of  the.se 
attributes.  The  proposed  change  only  affects 
the  frequency  at  which  these  attributes  are 
verified.  Therefore,  the  proposed  change  does 
not  involve  a  significant  reduction  in  margin 
of  safety. 

The  NRG  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  that 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRG  staff 
proposes  to  determine  that  the  request 
for  amendments  involves  no  significant 
hazards  consideration. 

Attorney  for  licensee:  Michael  G. 
Green,  Senior  Regulatory  Counsel, 
Pinnacle  West  Capital  Corporation,  P.O. 
Box  52034,  Mail  Station  8695,  Phoenix, 
Arizona  85072-2034. 


NRC  Branch  Chief:  Michael  T. 
Markley. 

Entergy  Nuclear  Operations,  Inc., 

Docket  No.  50-155,  Big  Rock  Point 
Plant,  Charleviox  County,  Michigan 

Date  of  amendment  request: 
September  22,  2008. 

Description  of  amendment  request: 
The  proposed  amendment  would  amend 
the  facility  operating  license  by 
changing  the  names  of  the  licensees 
from  Entergy  Nuclear  Operations,  Inc., 
and  Entergy  Nuclear  Palisades,  LLC  to 
EquaGen  Nuclear  LLC  and  Enexus 
Nuclear  Palisades,  LLC,  respectively. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

The  proposed  amendment  would  only 
change  the  names  of  the  licensees  and  reflect 
associated  order  requirements.  The  proposed 
changes  do  not  involve  a  significant  increase 
in  the  probability  or  consequences  of  an 
accident  previously  evaluated.  The  proposed 
changes  do  not  create  the  possibility  of  a  new 
or  different  kind  of  accident  from  an  accident 
previously  evaluated.  The  proposed  changes 
do  not  involve  a  significant  reduction  in 
margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Mr.  William 
Dennis,  Assistant  General  Counsel, 
Entergy  Nuclear  Operations.  Inc.,  440 
Hamilton  Ave.,  White  Plains,  NY  10601. 

NRC  Branch  Chief:  Lois  M.  James. 

Entergy  Nuclear  Operations,  Inc., 

Docket  Nos.  50-003,  50-247,  and  50- 
286,  Indian  Point  Nuclear  Generating 
Unit  Nos.  1,  2  and  3,  Westchester 
County,  New  York 

Date  of  amendment  request: 
September  30,  2008  (2  letters). 

Description  of  amendment  request: 
This  is  an  administrative  change  which 
would  reflect  the  creation  of  new 
companies  as  approved  by  the  NRC 
Order  dated  July  28,  2008.  The 
amendments  would  not  be  implemented 
until  the  restructuring  transactions  have 
been  completed.  The  amendments 
would  revise  the  names  on  the  plant 
licenses  to  match  the  names  of  the  new 
companies.  Entergy  Nuclear  Indian 
Point  2,  LLC  would  be  changed  to 
Enexus  Nuclear  Indian  Point  2,  LLC. 
Entergy  Nuclear  Indian  Point  3,  LLC 


68454 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


would  be  changed  to  Enexus  Nuclear 
Indian  Point  3,  LLC.  Entergy  Nuclear 
Operations,  Inc.  would  be  changed  to 
EquaGen  Nuclear  LLC. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

The  proposed  amendment  would  only 
change  the  names  of  the  licensees  and  reflect 
associated  order  requirements.  The  proposed 
changes  do  not  involve  a  significant  increase 
in  the  probability  or  consequences  of  an 
accident  previously  evaluated.  The  proposed 
changes  do  not  create  the  possibility  of  a  new’ 
or  different  kind  of  accident  from  any 
accident  previously  evaluated.  The  proposed 
changes  do  not  involve  a  significant 
reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review',  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Mr.  William  C. 
Dennis,  Assistant  General  Counsel, 
Entergy  Nuclear  Operations,  Inc.,  440 
Hamilton  Avenue,  White  Plains,  NY 
10601. 

NRC  Branch  Chief:  Mark  G.  Kowal. 

Entergy  Nuclear  Operations,  Inc., 

Docket  No.  50-255,  Palisades  Plant,  Van 
Buren  County,  Michigan 

Date  of  amendment  request: 
September  22,  2008. 

Description  of  amendment  request: 
The  proposed  amendment  would  amend 
the  renewed  facility  operating  license 
and  Technical  Specifications  Design 
Features,  Section  4,  by  changing  the 
names  of  the  licensees  from  Entergy 
Nuclear  Operations,  Inc.  and  Entergy 
Nuclear  Palisades,  LLC  to  EquaGen 
Nuclear  LLC  and  Enexus  Nuclear 
Palisades,  LLC,  respectively. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  w'hich  is  pre.sented 
below: 

The  proposed  amendment  would  only 
change  the  names  of  the  licensees  and  reflect 
associated  order  requirements.  The  proposed 
changes  do  not  involve  a  significant  increase 
in  the  probability  or  consequences  of  an 
accident  previously  evaluated.  The  proposed 
changes  do  not  create  the  possibility  of  a  new 
or  different  kind  of  accident  from  an  accident 
previously  evaluated.  The  proposed  changes 
do  not  involve  a  significant  reduction  in 
margin  of  safety. 


The  NRC  staff  has  review'ed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Mr.  William 
Dennis,  Assistant  General  Counsel, 
Entergy  Nuclear  Operations,  Inc.,  440 
Hamilton  Ave.,  White  Plains,  NY  10601. 

NRC  Branch  Chief:  Lois  M.  )ames. 

Entergy  Nuclear  Vermont  Yankee,  LLC 
and  Entergy  Nuclear  Operations,  Inc., 
Docket  No.  50-271,  Vermont  Yankee 
Nuclear  Power  Station,  Vernon, 

Vermont 

Date  of  amendment  request: 
September  22,  2008. 

Description  of  amendment  request: 
The  proposed  amendment  would 
relocate  the  contents  of  the  Vermont 
Yankee  (VY)  Technical  Specification 
(TS)  relating  to  the  Reactor  Building 
crane  to  the  VY  Technical  Requirements 
Manual  (TRM). 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration  which  is  presented  below: 

1.  The  operation  of  Vermont  Yankee 
Nuclear  Power  Station  (VY)  in  accordance 
with  the  proposed  amendment  will  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

This  proposed  change  relocates  the  VY  TS 
and  associated  Bases  related  to  the  Reactor 
Building  crane  to  the  VY  TRM.  The  proposed 
amendment  does  not  impact  the  operability 
of  any  structure,  system  or  component  that 
affects  the  probability  of  an  accident  or  that 
supports  mitigation  of  an  accident  previously 
evaluated.  The  proposed  amendment  does 
not  affect  reactor  operations  or  accident 
analysis  and  has  no  radiological 
consequences.  The  operability  requirements 
for  accident  mitigation  systems  remain 
consistent  with  the  licensing  and  design 
basis.  Therefore,  the  proposed  amendment 
does  not  involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

2.  The  operation  of  Vermont  Yankee 
Nuclear  Power  Station  (VY)  in  accordance 
with  the  proposed  amendment  will  not  create 
the  possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

This  proposed  change  relocates  the  VY  TS 
and  associated  Bases  related  to  the  Reactor 
Building  crane  to  the  VY  TRM-  The  proposed 
amendment  does  not  change  the  design  or 
function  of  any  component  or  system.  No 
new  modes  of  failure  or  initiating  events  are 
being  introduced.  Therefore,  operation  of  VY 
in  accordance  w’ith  the  proposed  amendment 
will  not  create  the  possibility  of  a  new  or 


different  kind  of  accident  from  any  accident 
previously  evaluated. 

3.  The  operation  of  Vermont  Yankee 
Nuclear  Power  Station  (VY)  in  accordance 
with  the  proposed  amendment  w'ill  not 
involve  a  significant  reduction  in  a  margin  of 
safety. 

This  proposed  change  relocates  the  VY  TS 
and  associated  Bases  related  to  the  Reactor 
Building  crane  to  the  VY  TRM.  The  proposed 
amendment  does  not  change  the  design  or 
function  of  any  component  or  system.  The 
propo.sed  amendment  does  not  involve  any 
safety  limits,  safety  settings  or  safety  margins. 
The  ability  of  the  Reactor  Building  crane  to 
perform  its  intended  functions  will  continue 
to  be  required  in  accordance  with  the  VY 
TRM. 

Since  the  proposed  controls  are  adequate 
to  ensure  the  operability  of  the  Reactor 
Building  crane,  there  will  still  be  high 
assurance  that  the  components  are  operable 
and  capable  of  performing  their  respective 
functions.  Therefore,  operation  of  VY  in 
accordance  with  the  proposed  amendment 
will  not  involve  a  significant  reduction  in  [a] 
margin  to  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Mr.  William  C. 
Dennis,  Assistant  General  Counsel, 
Entergy  Nuclear  Operations,  Inc.,  400 
Hamilton  Avenue,  White  Plains,  NY 
10601. 

NRC  Branch  Chief:  Mark  G.  Kowal. 

Entergy  Nuclear  Vermont  Yankee,  LLC 
and  Entergy  Nuclear  Operations,  Inc., 
Docket  No.  50-271,  Vermont  Yankee 
Nuclear  Power  Station,  Vernon, 

Vermont 

Date  of  amendment  request: 
September  22,  2008. 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  Technical  Specification  (TS)  to 
change  requirements  related  to  Battery 
Systems  specified  in  TS  Section  3.10 
resulting  in  removing  the  Limiting 
Condition  for  Operation  pertaining  to 
345  kV  switchyard  batteries,  chargers 
and  associated  direct  current 
distribution  panel. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration  which  is  presented  below: 

1.  Does  the  proposed  change  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated? 

Response:  No. 

The  change  does  not  impact  the  function 
of  any  Structure,  System  or  Component  (SSC) 
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that  affects  the  probability  of  an  accident  or 
that  supports  mitigation  or  consequences  of 
an  accident  previously  evaluated.  The 
proposed  change  removes  unnecessary 
information  from  the  Technical 
Specifications  that  is  not  required  in 
accordance  with  10  CFR  50.36.  The  proposed 
change  does  not  affect  any  plant  equipment 
operation  or  accident  analysis  and  has  no 
radiological  consequences.  Therefore,  the 
proposed  change  does  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

2.  Does  the  proposed  change  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated? 

Response:  No. 

The  proposed  change  does  not  involve  any 
physical  alteration  of  plant  equipment  and 
does  not  change  the  method  by  which  any 
safety  related  system  performs  their  function. 
The  proposed  change  removes  unnecessary 
information  from  the  Technical 
Specifications  that  is  not  required  in 
accordance  with  10  CFR  50.36.  As  such,  no 
new  or  different  types  of  equipment  will  be 
installed  or  removed  from  the  facility. 
Operation  of  existing  installed  equipment  is 
unchanged.  Therefore,  the  proposed  change 
does  not  create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any  accident 
previously  evaluated. 

3.  Does  the  proposed  change  involve  a 
significant  reduction  in  a  margin  of  safety? 

Response:  No. 

This  change  does  not  change  any  existing 
design  or  operational  requirements  and  does 
not  adversely  affect  exi.sting  plant  safety 
margins  or  the  reliability  of  the  equipment 
assumed  to  operate  in  the  safety  analysis.  As 
such,  there  are  no  changes  being  made  to 
safety  analysis  assumptions,  .safety  limits  or 
safety  system  settings  that  would  adversely 
affect  plant  operation  as  a  result  of  the 
proposed  change.  Therefore,  the  proposed 
change  does  not  involve  a  significant 
reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Mr.  William  C. 
Dennis,  Assistant  General  Counsel, 
Entergy  Nuclear  Operations,  Inc.,  400 
Hamilton  Avenue,  White  Plains,  NY 
10601. 

NRC  Branch  Chief:  Mark  G.  Kowal. 

Florida  Power  Corporation,  et  al.. 
Docket  No.  50-302,  Crystal  River  Unit  3 
Nuclear  Generating  Plant,  Citrus 
County,  Florida 

Date  of  amendment  request:  June  3, 
2008. 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  analysis  methodology  in  the  Final 


Safety  Analysis  Report,  Section  5.4.3, 
“Structural  Design  Griteria,”  and 
Section  5.4. 5. 3,  “Missile  Analysis.”  The 
amendment  would  allow  the  licensee  to 
use  the  yield  line  theory  methodology  to 
qualify  the  east  wall  of  the  Auxiliary 
Building  for  tornado  wind  and  missile 
loading. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Does  not  involve  a  significant  increase 
in  the  probability  or  consequences  of  an 
accident  previously  evaluated. 

The  proposed  LAR  [license  amendment 
request]  will  revise  the  methodology  used  to 
qualify  the  east  wall  of  the  CR-3  [Crystal 
River  Unit  3  Nuclear  Generating  Plant) 
Auxiliary  Building  for  all  expected  and 
postulated  loads  including  tornado  wind  and 
missile  loading.  The  Yield  Line  Theory 
methodology  is  an  industry  standard  that  is 
used  for  the  design  and  analysis  of  concrete 
slabs.  The  Yield  Line  Theory  methodology  is 
used  for  investigating  the  failure  mechanisms 
of  flat  reinforced  concrete  slabs  at  the 
ultimate  limit  (failure  point).  In  other  words, 
this  methodology  determines  either  the 
moments  in  a  slab  at  the  point  of  failure  or 
the  load  at  which  the  slab  will  fail.  A  change 
in  the  methodology  of  an  analysis  used  to 
verify  qualification  of  an  existing  structure 
will  not  have  any  impact  on  the  probability 
of  accidents  previously  evaluated. 

The  analysis  performed  demon.strates  that 
the  CR-3  Auxiliary  Building  east  wall  will 
remain  structurally  intact  following  the  wor.st 
case  loadings  assumed  in  the  calculation. 
Therefore,  this  proposed  change  does  not 
involve  a  significant  increase  in  the 
probability  or  consequences  prevTbusly 
evaluated. 

2.  Does  not  create  the  possibility  of  a  new 
or  different  kind  of  accident  from  any 
accident  previously  evaluated. 

The  function  of  the  CR-3  Auxiliary 
Building  wall  is  to  house  and  protect  the 
equipment  that  is  important  to  .safety  from 
damage  during  normal  operation,  transients 
and  design  basis  accidents.  The  use  of  the 
Yield  Line  Theory  methodology  for 
qualifying  the  east  wall  of  the  CR-3  Auxiliary 
Building  has  no  impact  on  the  capability  of 
the  structure.  A  calculation  that  uses  the 
Yield  Line  Theory  methodology 
demonstrated  that  the  structure  meets 
required  design  criteria.  This  ensures  that  the 
wall  is  capable  of  performing  its  design 
function  without  alteration  or  compensatory 
actions  of  any  kind.  No  changes  to  any  plant 
system,  structure,  or  component  (SSC)  are 
proposed.  No  changes  to  any  plant  operating 
practices,  procedures,  computer  firmware/ 
software  will  occur. 

Therefore,  the  proposed  change  will  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  previously 
evaluated. 

3.  Does  not  involve  a  significant  reduction 
in  a  margin  on  safety. 


The  design  basis  of  the  plant  requires 
.structures  to  he  capable  of  withstanding 
normal  and  accident  loads  inclhding  those 
from  a  design  basis  tornado.  The  Yield  Line 
Theory  methodology,  as  applied  in  an 
approved  plant  calculation,  has 
demonstrated  that  the  east  wall  of  the  CR-3 
Auxiliary  Building  is  capable  of  performing 
its  design  function.  There  is  a  slight 
reduction  in  conservatism  between  the 
method  used  for  the  remaining  Class  1 
structures,  American  Concrete  Institute  (ACl) 
standard  318-63  and  the  Yield  Line  Theory 
methodology,  but  the  calculation  performed 
with  the  Yield  Line  Theory  methodology 
validates  the  requirement  that  the  east  wall 
of  the  CR-3  Auxiliary  Building  will  protect 
the  important  to  safety  SSCs  located  in 
proximity  to  the  wall  from  damage. 

ACI  318-63  utilizes  conservative  methods, 
and  due  to  the  assumptions  and  technique, 
results  in  a  Code  defined  value  for  strength 
that  is  not  the  maximum  limit.  The  Yield 
Line  Theory  methodology  uses  assumptions 
and  techniques  that  will  define  the  failure 
point.  However,  the  calculation  performed 
for  the  east  wall  of  the  CR-3  Auxiliary' 
Building  demonstrates  that  there  is  margin  to 
this  “failure  point,”  and  the  strength  of  the 
wall  exceeds  the  applied  loads,  including  the 
tornado  wind  and  pressure  drop  loads,  and 
will  not  fail  due  to  tornado  missile  impact. 

Therefore,  the  proposed  change  does  not 
involve  a  significant  reduction  in  the  margin 
of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  David  T. 

Conley,  Associate  General  Counsel  II — 
Legal  Department,  Progress  Energy 
Service  Company,  LLC,  Post  Office  Box 
1551,  Raleigh,  North  Carolina  27602. 

NRC  Branch  Chief:  Thomas  H.  Boyce. 

PPL  Susquehanna,  LLC.  Docket  Nos.  50- 
387  and  50-388,  Susquehanna  Steam 
Electric  Station,  Units  1  and  2,  Luzerne 
County,  Pennsylvania 

Date  of  amendment  request:  July  31, 
2008. 

Description  of  amendment  request: 
The  proposed  amendments  would 
change  the  PPL  Susquehanna,  LLC 
(PPL)  Units  1  and  2  Technical 
Specification  (TSs)  3. 6. 1.3  “Primary 
Containment  Isolation  Valves  (PCIVs).” 
It  proposes  to  revise  the  Secondary 
Containment  Bypass  Leakage  (SCBL) 
limit  in  Surveillance  Requirement 
3.6.1.3.11  from  “less  than  or  equal  to  9 
standard  cubic  foot/feet  per  hour  (scfh)” 
to  “le.ss  than  or  equal  to  15  scfh  when 
pressurized  to  greater  than  or  equal  to 
Pa.” 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
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As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Do  the  proposed  changes  involve  a 
significant  increase  in  the  probahility  or 
consequences  of  an  accident  previously 
evaluated? 

Response:  No. 

The  structures,  systems  and  components 
affected  by  the  proposed  change  act  as 
mitigators  to  the  consequences  of  accidents. 
These  components  are  not  initiators  of  any 
accident  analyzed  in  the  Final  Safety 
Analysis  Report  (FSAR).  As  such,  the 
proposed  change  does  not  increase  the 
probability  of  an  accident  previously 
evaluated.  Based  on  the  revised  analysis,  the 
proposed  change  does  revise  the  performance 
requirement;  however,  the  proposed  change 
does  not  involve  a  revision  to  the  parameters 
or  conditions  that  could  contribute  to  the 
initiation  of  a  DBA  (design-basis  accident] 
discussed  in  Chapter  15  of  the  FSAR. 

Plant-specific  radiological  analysis  has 
been  performed  using  the  increased 
Secondary'  Containment  Bypass  Leakage 
(SCBL)  limit.  This  analysis  demonstrates  that 
the  CRHE  [control  room  habitability 
envelope]  Jose  consequences  meet  the 
regulatory  guidance  provided  for  use  with 
the  Alternative  Source  Term  (AST),  and  the 
offsite  doses  are  well  within  acceptable  limits 
(10  CFR  50.67,  Regulatorv'  Guide  (RG)  1.183, 
and  Standard  Review  Plan  Section  (SRP) 
15.0.1). 

Therefore,  the  proposed  amendment  does 
not  result  in  a  significant  increase  in  the 
consequences  of  any  previously  evaluated 
accident. 

2.  Do  the  proposed  changes  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated? 

Response:  No. 

The  proposed  change  does  not  involve  a 
physical  alteration  of  any  plant  equipment. 
No  new  equipment  is  being  introduced,  and 
installed  equipment  is  not  being  operated  in 
a  new  or  different  manner.  There  are  no 
setpoints,  at  which  protective  or  mitigative 
actions  are  initiated,  affected  by  this  change. 
This  change  does  not  alter  the  manner  in 
which  equipment  operation  is  initiated,  nor 
will  the  function  demands  on  credited 
equipment  be  changed.  No  alterations  in  the 
procedures  that  ensure  the  plant  remains 
within  analyzed  limits  Eire  being  proposed, 
and  no  changes  are  being  made  to  the 
procedures  relied  upon  to  respond  to  an  off- 
normal  event  as  described  in  the  FSAR.  As 
such,  no  new'  failure  modes  are  being 
introduced.  The  change  does  not  alter 
assumptions  made  in  the  safety  analysis  and 
-licensing  basis. 

Therefore,  the  proposed  changes  do  not 
create  the  possibility  of  a  new'  or  different 
kind  of  accident  from  any  previously 
evaluated. 

3.  Do  the  proposed  changes  involve  a 
significant  reduction  in  a  margin  of  safety? 

Response:  No. 

The  results  of  the  revised  accident  analysis 
are  subject  to  the  acceptance  criteria  in  10 


CFR  50.67.  The  revised  Secondary 
Containment  Bypass  Leakage  rate  limit  is 
used  in  the  LOCA  [loss-of-coolant  accident] 
radiological  analysis.  The  analysis  has  been 
performed  using  conserv'ative  methodologies. 
Safety  margins  and  analytical  conservatisms 
have  been  evaluated  and  have  been  found 
acceptable.  The  analyzed  LOCA  event  has 
been  carefully  selected  and  margin  has  been 
retained  to  ensure  that  the  analysis 
adequately  bounds  postulated  event 
scenarios.  The  dose  consequences  of  the 
limiting  event  is  within  the  acceptance 
criteria  presented  in  10  CFR  50.67,  RG  1.183, 
and  SRP  15.0.1.  The  effect  of  the  revision  to 
the  Technical  Specification  requirements  has 
been  analyzed  and  doses  resulting  from  the 
pertinent  design  basis  accident  have  been 
found  to  remain  within  regulatory  limits.  The 
change  continues  to  ensure  that  the  doses  at 
the  exclusion  area  and  low  population  zone 
boundaries,  as  well  as  the  control  room,  are 
within  the  corresponding  regulatory  limits. 
Therefore,  the  proposed  change  does  not 
involve  a  significant  reduction  in  a  margin  of 
safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  Bryan  A.  Snapp, 
Esquire,  Assoc.  General  Counsel,  PPL 
Services  Corporation,  2  North  Ninth  St., 
GENTW3,  Allentown,  PA  18101-1179. 

NRC  Branch  Chief :  Mark  Kow'al. 

Tennessee  Valley  Authority,  Docket  No. 
50-259,  Browns  Ferry  Nuclear  Plant, 
Unit  1,  Limestone  County,  Alabama 

Date  of  amendment  request:  Julv  18, 
2008. 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  Technical  Specifications  (TS)  2. 1.1. 2 
to  decrease  the  safety  limit  minimum 
critical  pow'er  ratio  (SLM(i;PR)  from  1.11 
to  1.09  for  single  recirculation  loop 
operation  and  ft'om  1.09  to  1.07  for  two 
recirculation  loop  operation. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Does  the  proposed  Technical 
Specification  change  involve  a  significant 
increase  in  the  probability  or  consequences 
of  an  accident  previously  evaluated? 

No.  The  proposed  amendment  establishes 
a  revised  SLMCPR  value  for  single  and  two 
recirculation  loop  operation.  The  probability 
of  an  evaluated  accident  is  derived  from  the 
probabilities  of  the  individual  precursors  to 
that  accident.  The  proposed  SLMCPR  values 
preserve  the  existing  margin  to  transition 
boiling  and  the  probability  of  fuel  damage  is 


not  increased.  Since  the  change  does  not 
require  any  physical  plant  modifications  or 
physically  affect  any  plant  components,  no 
individual  precursors  of  an  accident  are 
affected  and  the  probability  of  an  evaluated 
accident  is  not  increased  by  revising  the 
SLMCPR  values. 

The  consequences  of  an  evaluated  accident 
are  determined  by  the  operability  of  plant 
systems  designed  to  mitigate  those 
consequences.  The  revised  SLMCPR  values 
have  been  determined  using  NRC-approved 
methods  and  procedures.  The  basis  of  the 
MCPR  Safety  Limit  is  to  ensure  no 
mechanistic  fuel  damage  is  calculated  to 
occur  if  the  limit  is  not  violated.  These 
calculations  do  not  change  the  method  of 
operating  the  plant  and  have  no  effect  on  the 
consequences  of  an  evaluated  accident. 
Therefore,  the  proposed  TS  change  does  not 
involve  an  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

2.  Does  the  proposed  Technical 
Specification  change  create  the  possibility  of 
a  new  or  different  kind  of  accident  from  any 
accident  previously  evaluated? 

No.  The  proposed  license  amendment 
involves  a  revision  of  the  SLMCPR  value  for 
single  and  two  recirculation  loop  operation 
based  on  the  results  of  an  analysis  of  the  Unit 
1  Cycle  8  core.  Creation  of  the  possibility  of 
a  new  or  different  kind  of  accident  would 
require  the  creation  of  one  or  more  new 
precursors  of  that  accident.  New  accident 
precursors  may  be  created  by  modifications 
of  the  plant  configuration,  including  changes 
in  the  allowable  methods  of  operating  the 
facility.  This  proposed  license  amendment 
does  not  involve  any  modifications  of  the 
plant  configuration  or  changes  in  the 
allowable  methods  of  operation.  Therefore, 
the  proposed  TS  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

3.  Does  the  propo.sed  Technical 
Specification  change  involve  a  significant 
reduction  in  a  margin  of  safety? 

No.  The  margin  of  safety  as  defined  in  the 
TS  bases  will  remain  the  same.  The  new 
SLMCPR  values  were  calculated  using 
referenced  fuel  vendor  methods  and 
procedures,  which  are  in  accordance  with  the 
fuel  design  and  licensing  criteria.  The 
SLMCPR  remains  high  enough  to  ensure  that 
greater  than  99.9  percent  of  all  fuel  rods  in 
the  core  are  expected  to  avoid  transition 
boiling  if  the  limit  is  not  violated,  thereby 
preserving  the  fuel  cladding  integrity. 
Therefore,  the  proposed  TS  change  does  not 
involve  a  reduction  in  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review-,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Attorney  for  licensee:  General 
Counsel,  Tennessee  Valley  Authority, 
400  West  Summit  Hill  Drive,  ET  11  A, 
Knoxville,  Tennessee  37902. 
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NRC  Branch  Chief:  Thomas  H.  Boyce. 

Notice  of  Issuance  of  Amendments  to 
Facility  Operating  Licenses 

During  the  period  since  publication  of 
the  last  biweekly  notice,  the 
Commission  has  issued  the  following 
amendments.  The  Commission  has 
determined  for  each  of  these 
amendments  that  the  application 
complies  with  the  standards  and 
requirements  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 

The  Commission  has  made  appropriate 
findings  as  required  by  the  Act  and  the 
Commission’s  rules  and  regulations  in 
10  CFR  Chapter  I,  which  are  set  forth  in 
the  license  amendment. 

Notice  of  Consideration  of  Issuance  of 
Amendment  to  F'etrility  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  for  A  Hearing  in 
connection  with  these  actions  was 
published  in  the  Federal  Register  as 
indicated. 

Unless  otherwise  indicated,  the 
Commission  has  determined  that  these 
amendments  satisfy  the  criteria  for 
categorical  exclusion  in  accordance 
with  10  CFR  51.22.  Therefore,  pursuant 
to  10  CFR  51.22(b),  no  environmental 
impact  statement  or  environmental 
assessment  need  be  prepared  for  these 
amendments.  If  the  Commission  has 
prepared  an  environmental  assessment 
under  the  special  circumstances 
provision  in  10  CFR  51.22(b)  and  has 
made  a  determination  based  on  that 
assessment,  it  is  so  indicated. 

For  further  details  with  respect  to  the 
action  see  (1)  the  applications  for 
amendment,  (2)  the  amendment,  and  (3) 
the  Commission’s  related  letter,  Safety 
Evaluation  and/or  Environmental 
Assessment  as  indicated.  All  of  these 
items  are  available  for  public  inspection 
at  the  Commission’s  Public  Document 
Room  (PDR),  located  at  One  White  Flint 
North,  Public  File  Area  01F21,  11555 
Rockville  Pike  (first  floor).  Rockville, 
Maryland.  Publicly  available  records 
will  be  accessible  from  the  Agencywide 
Documents  Access  and  Management 
Systems  (ADAMS)  Public  Electronic 
Reading  Room  on  the  internet  at  the 
NRC  Web  site,  http://www.nrc.gov/ 
reading-rm/adams.html.  If  you  do  not 
have  access  to  ADAMS  or  if  there  are 
problems  in  accessing  the  documents 
located  in  ADAMS,  contact  the  PDR 
Reference  staff  at  1  (800)  397-4209, 

(301)  415—4737  or  by  e-mail  to 
pdr.resource@nrc.gov. 


AmerGen  Energy  Company,  LLC,  Docket 
No.  50-461,  Clinton  Power  Station,  Unit 
No.  1,  DeWitt  County,  Illinois 

Date  of  application  for  amendment: 
September  27,  2007,  as  supplemented 
by  letter  dated  September  5,  2008. 

Brief  description  of  amendment:  The 
amendment  modified  the  technical 
specifications  (TS)  by  relocating 
references  to  specific  American  Society 
for  Testing  and  Materials  standards  for 
fuel  oil  testing  to  licensee-controlled 
documents  as  part  of  the 
implementation  of  Technical 
Specification  Task  Force  (TSTF) 

Traveler  No.  374.  This  proposed  change 
to  the  standard  technical  specifications 
was  submitted  by  the  TSTF  in  TSTF- 
374,  “Revision  to  TS  5.5.13  and 
Associated  TS  Bases  for  Diesel  Fuel 
Oil,’’  and  is  applicable  to  all  nuclear 
power  reactors. 

Date  of  issuance:  October  30,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  OO"  days. 

Amendment  No.:  182. 

Facility  Operating  License  No.  NPF- 
62:  The  amendment  revised  the 
Technical  Specifications  and  License. 

Date  of  initial  notice  in  Federal 
Register:  December  18,  2007  (72  FR 
71705).  The  September  5,  2008 
supplement,  contained  clarifying 
information,  did  not  expand  the  scope 
of  the  application  as  originally  noticed, 
and  did  not  change  the  NRC  staffs 
original  proposed  no  significant  hazards 
consideration  determination. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safety  Evaluation  dated  October  30, 
2008. 

No  significant  hazards  consideration 
comments  received:  No. 

Dominion  Nuclear  Connecticut,  Inc.,  et 
al..  Docket  Nos.  50-336  and  50-423, 
Millstone  Power  Station,  Unit  Nos.  2 
and  3,  New  London  County,  Connecticut 

Date  of  application  for  amendment: 
March  25,  2008,  as  supplemented  by 
letter  dated  September  30,  2008. 

Brief  description  of  amendment:  The 
amendment  revises  the  reactor  coolant 
system  (RCS)  specific  activity  to  utilize 
a  new  indicator.  Dose  Equivalent 
Xenon-133  and  only  take  into  account 
the  noble  gas  activity  in  the  primary 
coolant,  instead  of  using  the  average 
disintegration  energy  (E  Bar). 
Specifically,  the  Technical  Specification 
3.4.8,  “Specific  Activity,”  limit  on  RCS 
gross  specific  activity  has  a  new  limit  on 
RCS  noble  gas  specific  activity.  The 
changes  are  based  on  Technical 
Specification  Task  Force  (TSTF)  change 
traveler  TSTF— 490,  “Deletion  of  E  Bar 


Definition  and  Revision  to  RCS  Specific 
Activity  Tech.  Spec.  [Technical 
Specification].” 

Date  of  issuance:  October  27,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  120  days  from  the  date  of 
issuance. 

Amendment  Nos.:  307  and  246. 

Renewed  Facility  Operating  License 
Nos.  DPR-65  and  NPF-49:  Amendment 
revised  the  License  and  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register:  July  29,  2008  (73  FR  43955- 
43956).  The  supplement  dated 
Se[)tember  30,  2008,  provided 
additional  information  that  clarified  the 
application,  did  not  expand  the  scope  of 
the  application  as  originally  noticed, 
and  did  not  change  the  staffs  original 
proposed  no  significant  hazards 
consideration  determination. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safety  Evaluation  dated  October  27, 
2008.' 

No  significant  hazards  consideration 
comments  received:  No. 

Duke  Energy  Carolinas,  LLC,  Docket 
Nos.  50-269,  50-270,  and  50-287, 
Oconee  Nuclear  Station,  Units  1,  2,  and 
3,  Oconee  County,  South  Carolina 

Date  of  application  of  amendments: 
October  16,  2007,  as  supplemented  May 
7,  September  2  and  October  23,  2008. 

Brief  description  of  amendments:  The 
amendments  revised  the  Technical 
Specifications  to  accommodate  plant 
modifications  that  address  water 
hammer  concerns  described  in  Generic 
Letter  96-06,  “Assurance  of  Equipment 
Operability  and  Containment  Integrity 
During  Design-Basis  Conditions,”  dated 
September  30,  1996. 

Date  of  Issuance:  October  29,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  30  days  from  the  date  of 
issuance. 

Amendment  Nos.:  363,  365,  364. 

Renewed  Facility  Operating  License 
Nos.  DPR-38,  DPR-47,  and  DPR-55: 
Amendments  revised  the  licenses  and 
the  technical  specifications. 

Date  of  initial  notice  in  Federal 
Register:  November  20,  2007  (72  FR 
65364).  The  supplements  dated  May  7, 
September  2  and  October  23,  2008, 
provided  additional  information  that 
clarified  the  application,  did  not  expand 
the  scope  of  the  application  as  originally 
noticed,  and  did  not  change  the  staff  s 
original  proposed  no  significant  hazards 
consideration  determination. 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safety  Evaluation  dated  October  29, 
2008. 
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No  significant  hazards  consideration 
comments  received:  No. 

Duke  Energy  Carolinas,  LLC,  Docket  - 
Nos.  50-269,  50-270,  and  50-287, 
Oconee  Nuclear  Station,  Units  1,  2,  and 
3,  Oconee  County,  South  Carolina 

Date  of  application  of  amendments: 
October  22,  2007,  supplemented  July  14, 
September  17,  and  October  27,  2008. 

Brief  description  of  amendments:  The 
amendments  revised  the  Technical 
Specifications  related  to  accommodate 
the  use  of  AREVA  NP  Mark-B-HTP  fuel. 

Date  of  Issuance:  October  29,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  30  days  from  the  date  of 
issuance. 

Amendment  Nos.:  362,  364,  363. 

Renewed  FacUitv  Operating  License 
Nos.  DPR-38,  DPR-47,  and  DPR-55: 
Amendments  revised  the  licenses  and 
the  technical  specifications. 

Date  of  initial  notice  in  Federal 
Register:  November  20,  2007  (72  FR 
65365).  The  supplements  dated  July  14, 
September  17,  and  October  27,  2008, 
provided  additional  information  that 
clarified  the  application,  did  not  expand 
the  scope  of  the  application  as  originally 
noticed,  and  did  not  change  the  staff  s 
original  proposed  no  significant  hazards 
consideration  determination. 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safety  Evaluation  dated  October  29, 
2008.' 

No  significant  hazards  consideration 
comments  received:  No. 

Entergy  Nuclear  Operations,  Inc., 

Docket  No.  50-247,  Indian  Point 
Nuclear  Generating  Unit  No.  2, 
Westchester  County,  New  York 

Date  of  application  for  amendment: 
December  13,  2007,  as  supplemented  by 
letter  dated  July  10.  2008. 

Brief  description  of  amendment:  The 
amendment  revises  the  Technical 
Specifications  (TSs)  by  adding  three 
Emergency  Core  Cooling  System  (ECCS) 
valves  and  removing  four  ECCS  valves 
from  a  TS  surveillance  requirement  for 
chtX:king  valve  position  every  7  days. 

Date  of  issuance:  October  29,  2008. 

Effective  date:  As  of  the  date  of 
issuance,  and  shall  be  implemented 
within  30  days. 

Amendment  No.:  256. 

Facility  Operating  License  No.  DPR- 
26:  The  amendment  revised  the  License 
and  the  TSs. 

Date  of  initial  notice  in  Federal 
Register:  March  25,  2008  (73  FR 
15784).  The  July  10,  2008,  supplement 
provided  additional  information  that 
clarified  the  application,  did  not  expand 
the  scope  of  the  application  as  originally 


noticed,  and  did  not  change  the  NRC 
staffs  original  proposed  no  significant 
hazards  consideration  determination  as 
published  in  the  Federal  Register. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safety  Evaluation  dated  October  29, 
2008.' 

No  significant  hazards  consideration 
comments  received:  No. 

Exelon  Generation  Company,  LLC, 
Docket  Nos.  50-352  and  50-353, 
Limerick  Generating  Station,  Units  1 
and  2,  Montgomery  County, 
Pennsylvania 

Date  of  application  for  amendment: 
October  19,  2007,  supplemented  by 
letters  dated  March  14,  2008,  March  26, 
2008,  and  July  18,  2008. 

Brief  description  of  amendment:  The 
amendments  consist  of  changes  to  the 
technical  specifications  of  each  unit, 
increasing  the  allowed  surveillance 
interval  for  local  power  range  monitor 
calibrations  from  1000  effective  full 
power  hours  (EFPH)  to  2000  EFPH. 

Date  of  issuance:  October  28,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  60  days  of  issuance. 

Amendment  Nos.:  195  and  156. 

Facility  Operating  License  Nos.  NPF- 
39  and  NPF-85.  These  amendments 
revised  the  license  and  the  technical 
specifications. 

Date  of  initial  notice  in  Federal 
Register:  July  8,  2008  (73  FR  39055). 
The  supplements  dated  March  14,  2008, 
March  26,  2008  and  July  18,  2008, 
provided  additional  information  that 
clarified  the  application,  did  not  expand 
the  scope  of  the  application  as  originally 
noticed  and  did  not  change  the  NRC 
staff  s  original  proposed  no  significant 
hazards  determination. 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safetv  Evaluation  dated  October  28, 
2008.’ 

No  significant  hazards  consideration 
comments  received:  No. 

Northern  States  Power  Company, 

Docket  No.  50-263,  Monticello  Nuclear 
Generating  Plant,  Wright  County, 
Minnesota 

Date  of  application  for  amendment: 
April  4,  2008,  as  supplemented  by  letter 
dated  August  6*  2008. 

Brief  description  of  amendrnent:  The 
amendment  revised  the  Technical 
Specifications  hy  adding  a  new  Limiting 
Condition  for  Operation  (LCO),  LCO 
3.0.9.  This  LCO  establishes  conditions 
under  which  systems  would  remain 
operable  when  required  physical 
harriers  are  not  capable  of  providing 
their  related  support  function.  This 


amendment  is  consistent  with  approved 
Technical  Specification  Task  Force 
(TSTF)  Improved  Standard  Technical 
Specifications  Change  Traveler,  TSTF- 
427,  Revision  2. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  90  days  following  startup  from 
the  2009  Refueling  Outage. 

Amendment  No.:  157. 

Facility  Operating  License  No.  DPR- 
22.  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register:  September  9,  2008  (73  FR  ' 
52418). 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safety  Evaluation  dated  October  22, 

2008. 

No  significant  hazards  consideration 
comments  received:  None. 

Northern  States  Power  Company, 

Docket  Nos.  50-282  and  50-306,  Prairie 
Island  Nuclear  Generating  Plant,  Units 
1  and  2,  Goodhue  County,  Minnesota 

Date  of  application  for  amendments: 
October  29,  2007,  as  supplemented  by 
letters  dated  April  24  and  June  13,  2008. 

Brief  description  of  amendments:  The 
amendments  revise  the  Technical 
Specifications  (TSs)  for  Prairie  Island 
Nuclear  Generating  Plants,  Units  1  and 
2.  The  amendments  revise  TS  3.8.1  “AC 
Sources — Operating”  by  revising 
Surveillance  Requirement  3. 8. 1.9  to 
require  the  emergency  diesel  generator 
24-hour  load  test  be  performed  at  or  . 
below  a  power  factor  of  0.85. 

Date  of  issuance:  October  21,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  90  days. 

Amendment  Nos.:  189,  178. 

Facility  Operating  License  Nos.  DPR- 
42  and  DPR-60:  Amendments  revised 
the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register:  December  18,  2007  (72  FR 
71713).  The  supplemental  letters 
contained  clarifying  information  and  . 
did  not  change  the  initial  no  significant 
hazards  consideration  determination, 
and  did  not  expand  the  scope  of  the 
original  Federal  Register  notice. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  Safety  . 
Evaluation  dated  October  21,  2008. 

No  significant  hazards  consideration 
comments  received:  No. 

Pacific  Gas  and  Electric  Company, 

Docket  Nos.  50-275  and  50-323,  Diablo 
Canyon  Nuclear  Power  Plant,  Unit  Nos. 

1  and  2,  San  Luis  Obispo  County, 
California 

Date  of  application  for  amendments: 
October  15,  2007,  as  supplemented  by 
letter  dated  July  8,  2008. 
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Brief  description  of  amendments:  The 
amendments  relocate  surveillance 
frequencies  of  most  surveillance  tests 
from  the  Technical  Specifications  (TS) 
to  a  licensee-controlled  document,  the 
Surveillance  Frequency  Control 
Program  (SFCP).  Once  relocated, 
changes  to  the  surveillance  frequencies 
may  be  made  using  a  risk-informed 
methodology.  Nuclear  Energy  Institute 
(NEI)  document  NEI  04-10  Rev.  1,  as 
specified  in  the  Administrative  Controls 
of  the  TS.  The  NRC  staff  has  previously 
approved  NEI  04-10  Rev.  1,  as 
acceptable  for  referencing  in  licensing 
applications. 

Date  of  issuance:  October  30,  2008. 

Effective  date:  As  of  its  date  of 
issuance  and  shall  be  implemented 
within  360  days  from  the  date  of 
issuance. 

Amendment  Nos.:  Unit  1-200;  Unit 
2-201. 

Facility  Operating  License  Nos.  DPR- 
80  and  DPR-82:  The  amendments 
revised  the  Facility  Operating  Licenses 
and  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register:  November  20,  2007  (72  FR 
65370).  The  supplement  dated  July  8, 
2008,  provided  additional  information 
that  clarified  the  application,  did  not 
expand  the  scope  of  the  application  as 
originally  noticed,  and  did  not  change 
the  staff  s  original  proposed  no 
significant  hazards  consideration 
determination  as  published  in  the 
Federal  Register. 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safety  Evaluation  dated  October  30, 
2008. 

No  significant  hazards  consideration 
comments  received:  No. 

South  Carolina  Electric  &■  Gas  Company, 
South  Carolina  Public  Service 
Authority,  Docket  No.  50-395,  Virgil  C. 
Summer  Nuclear  Station,  Unit  No.  1, 
Fairfield  County,  South  Carolina 

Date  of  application  for  amendment: 
January  17,  2008,  as  supplemented 
August  15,  2008. 

Brief  description  of  amendment:  The 
amendment  will  strengthen  the  control 
room  envelope  habitability 
requirements,  adds  a  new 
administrative  controls  program,  and 
adds  an  additional  condition  as 
described  in  Technical  Specification 
Task  Force  traveler  448,  Revision  3, 
“Control  Room  Habitability.” 

Date  of  issuance:  October  27,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  90  days. 

Amendment  No.:  180. 

Renewed  Facility  Operating  License 
No.  NPF-12:  Amendment  revises  the 


Appendix  A  Technical  Specifications 
and  the  Appendix  C  Additional 
Conditions. 

Date  of  initial  notice  in  Federal 
Register:  February  12,  2008  (73  FR 
8071).  The  supplement  dated  August  18, 
2008,  provided  clarifying  information 
that  did  not  change  the  scope  of  the 
January  17,  2008,  application  nor  the 
initial  proposed  no  significant  hazards 
consideration  determination. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safety  Evaluation  dated  October  27, 
2008. 

No  significant  hazards  consideration 
comments  received:  No. 

STP  Nuclear  Operating  Company, 
Docket  Nos.  50-498  and  50-499,  South 
Texas  Project,  Units  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request:  October 
23,  2007,  as  supplemented  by  letter 
dated  May  20,  2008. 

Brief  description  of  amendments:  The 
amendments  revised  the  Technical 
Specifications  (TS)  to  relocate 
surveillance  frequencies  of  most 
surveillance  tests  fronj  the  TS  to  a 
licensee-controlled  surveillance 
frequency  control  program  (SFCP).  Once 
relocated,  the  surveillance  frequency 
changes  are  permitted  based  on  the  risk- 
informed  methodology  as  specified  in 
the  Administrative  Controls  section  of 
the  TS. 

Date  of  issuance:  October  31,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  60  days  of  issuance. 

Amendment  Nos.:  Unit  1-188;  Unit 
2-175. 

Facility  Operating  License  Nos.  NPF- 
76  and  NPF-80:  The  amendments 
revised  the  Facility  Operating  Licenses 
and  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register:  December  18,  2007  (72  FR 
71716).  The  supplemental  letter  dated 
May  20,  2008,  provided  additional 
information  that  clarified  the 
application,  did  not  expand  the  scope  of 
the  application  as  originally  noticed, 
and  did  not  change  the  staff  s  original 
proposed  no  significant  hazards 
consideration  determination  as 
published  in  the  Federal  Register. 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safety  Evaluation  dated  October  31, 
2008." 

No  significant  hazards  consideration 
comments  received:  No. 


Tennessee  Valley  Authority,  Docket 
Nos.  50-327  and  50-328,  Sequoyah 
Nuclear  Plant,  Unit  Nos.  1  and  2, 
Hamilton  County,  Tennessee 

Date  of  amendment  request:  October 
26,  2007. 

Description  of  amendment  request: 
The  amendments  modify  the  Technical 
Specifications  (TSs)  to  establish  more 
effective  and  appropriate  action, 
surveillance,  and  administrative 
requirements  related  to  ensuring  the 
habitability  of  the  control  room 
envelope  in  accordance  with  NRC- 
approved  Technical  Specification  Task 
Force  (TSTF)  Standard  Technical 
Specification  change  traveler  TSTF-448, 
Revision  3,  "Control  Room 
Habitability.”  Specifically,  the 
amendments  modify  TS  3.7.7,  “Control 
Room  Emergency  Ventilation  System” 
and  TS  Section  6,  “Administrative 
Controls.”  The  amendments  also  add  a 
new  license  condition  regarding  initial 
performance  of  the  new  surveillance 
and  assessment  requirements  of  the 
revised  TSs. 

Date  of  issuance:  October  28,  2008. 

Effective  date:  As  of  the  date  of 
issuance  and  shall  be  implemented 
within  60  days. 

Amendment  Nos:  321  and  313. 

Facility  Operating  License  Nos.  DPR- 
77  and  DPR-79:  Amendments  revised 
the  license  and  the  TSs. 

Date  of  initial  notice  in  Federal 
Register:  December  4,  2007  (72  FR 
68219). 

The  Commission’s  related  evaluation 
of  the  amendments  is  contained  in  a 
Safety  Evaluation  dated  October  28. 
2008. 

No  significant  hazards  consideration 
comments  received:  No. 

Union  Electric  Company,  Docket  No. 
50-483,  Callaway  Plant,  Unit  1, 
Callaway  County,  Missouri 

Date  of  application  for  amendment: 
October  31,  2007,  as  supplemented  by 
letters  dated  February  21,  March  7, 

April  17,  May  6,  July  10,  and  August  13, 
2008. 

Brief  description  of  amendment:  The 
amendment  revises  Technical 
Specifications  to  extend  for  one  time  the 
Completion  Times  for  both  essential 
service  water  trains  and  the  emergency 
diesel  generators  from  72  hours  to  14 
days.  The  revision  to  TS  would  apply 
when  each  train  of  ESW  system  is 
inoperable  during  respective  ESW 
system  piping  replacements. 

Date  of  issuance:  October  31,  2008. 

Effective  date:  As  of  its  date  of 
issuance  and  shall  be  implemented  by 
December  31,  2008. 

Amendment  No.:  186. 
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Facility  Operating  License  No.  NPF- 
30:  The  amendment  revised  the 
Operating  License  and  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register:  December  31,  2008  (72  FR 
74362).  The  supplements  dated 
February'  21,  March  7,  April  17,  May  6, 
July  10,  and  August  13,  2008,  provided 
additional  information  that  clarified  the 
application  did  not  expand  the  scope  of 
the  application  as  originally  noticed, 
and  did  not  change  the  staffs  original 
proposed  no  significant  hazards 
consideration  determination  as 
published  in  the  Federal  Register. 

The  Commission’s  related  evaluation 
of  the  amendment  is  contained  in  a 
Safetv  Evaluation  dated  October  31, 
2008.’ 

No  significant  hazards  consideration 
comments  received:  No. 

Dated  at  Rockville,  Maryland,  this  6th  day 
of  November  2008. 

For  the  Nuclear  Regulatory  Commi.ssion. 
Joseph  G.  Glitter, 

Director,  Division  of  Operating  Reactor 
Licensing,  Office  of  Nuclear  Reactor 
Regulation. 

[FR  Doc.  E8-27110  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7590-01-P 


NUCLEAR  REGULATORY 
COMMISSION 

Advisory  Committee  on  Reactor 
Safeguards  (ACRS)  Subcommittee 
Meeting  on  Planning  and  Procedures; 
Notice  of  Meeting 

The  ACRS  Subcommittee  on  Planning 
and  Procedures  will  hold  a  meeting  on 
December  3,  2008,  Room  T-2B1,  11545 
Rockville  Pike,  Rockville,  Maryland. 

The  entire  meeting  will  be  open  to 
public  attendance,  with  the  exception  of 
a  portion  that  may  be  closed  pursuant 
to  5  U.S.C.  552b  {c)(2)  and  (6)  to  discuss 
organizational  and  personnel  matters 
that  relate  solely  to  the  internal 
personnel  rules  and  practices  of  the 
ACRS,  and  information  the  release  of 
which  would  constitute  a  clearly 
unwarranted  invasion  of  personal 
privacy. 

The  agenda  for  the  subject  meeting 
shall  be  as  follows;  Wednesday, 
December  3,  2008,  12  noon-1  p.m. 

The  Subcommittee  will  discuss 
proposed  ACRS  activities  and  related 
matters.  The  Subcommittee  will  gather 
information,  analyze  relevant  issues  and 
facts,  and  formulate  proposed  positions 
and  actions,  as  appropriate,  for 
deliberatfcn  by  tbe  full  Committee. 

Members  of  the  public  desiring  to 
provide  oral  statements  and/or  written 
comments  should  notify  the  Designated 


Federal  Officer,  Mr.  Sam  Duraiswamy 
[Telephone:  301-415-7364)  between 
7:30  a.m.  and  4  p.m.  (ET)  five  days  prior 
to  the  meeting,  if  possible,  so  that 
appropriate  arrangements  can  be  made. 
Electronic  recordings  will  be  permitted 
only  during  those  portions  of  the 
meeting  that  are  open  to  the  public. 
Detailed  procedures  for  the  conduct  of 
and  participation  in  ACRS  meetings 
were  published  in  the  Federal  Register 
on  October  6,  2008,  (73  FR  58268- 
58269). 

Further  information  regarding  this 
meeting  can  be  obtained  by  contacting 
tbe  Designated  Federal  Officer  between 
7:30  a.m.  and  4  p.m.  (ET).  Persons 
planning  to  attend  this  meeting  are 
urged  to  contact  the  above  named 
individual  at  least  two  working  days 
prior  to  the  meeting  to  be  advised  of  any 
potential  changes  in  the  agenda. 

Dated:  November  10,  2008. 

Cayetano  Santos. 

Chief,  Reactor  Safety  Branch  A,  Advisoty 
Committee  on  Reactor  Safeguards. 

[FR  Doc.  E8-27303  Filed  11-17-08:  8:45  am] 
BILLING  CODE  7590-01-P 


NUCLEAR  REGULATORY 
COMMISSION 

Advisory  Committee  on  Reactor 
Safeguards  (ACRS)  Subcommittee 
Meeting  on  Materials,  Metallurgy  & 
Reactor  Fuels;  Notice  of  Meeting 

The  ACRS  Subcommittee  on 
Materials,  Metallurgy  &  Reactor  Fuels 
will  hold  a  meeting  on  Tuesday, 
December  2,  2008,  at  11545  Rockville 
Pike.  Rockville,  Maryland,  Room  T-2B3. 

The  meeting  w’ill  be  open  to  public 
attendance. 

The  agenda  for  the  subject  meeting 
shall  be  as  follows: 

Tuesday,  December  2,  2008,  8:30 
a.m.-5  p.m. 

The  Subcommittee  will  receive  an 
update  on  the  staff  s  activities 
associated  with  the  potential  revision  to 
10  CFR  50.46(b)  Emergency  Core 
Cooling  System  acceptance  criteria.  The 
Subcommittee  will  hear  presentations 
by  and  hold  discussions  with 
representatives  of  the  NRC  and  the 
industry.  The  Subcommittee  will  gather 
information,  analyze  relevant  issues  and 
facts,  and  formulate  proposed  positions 
and  actions,  as  appropriate,  for 
deliberation  by  the  full  Committee. 

Members  of  the  public  desiring  to 
provide  oral  statements  and/or  written 
comments  should  notify  the  Designated 
Federal  Officer,  Mr.  Christopher  L. 
Brown  [Telephone:  301-415-7111)  5 
days  prior  to  the  meeting,  if  possible,  so 
that  appropriate  arrangements  can  be 


made.  Electronic  recordings  will  be 
permitted  only  during  those  portions  of 
the  meeting  that  are  open  to  the  public. 
Detailed  procedures  for  the  conduct  of 
and  participation  in  ACRS  meetings 
were  published  in  the  Federal  Register 
on  October  6,  2008,  (73  FR  58268- 
58269). 

Further  information  regarding  this 
meeting  can  be  obtained  by  contacting 
the  Designated  Federal  Official  between 
6:45  a.m.  and  4  p.m.  (ET).  Persons 
planning  to  attend  this  meeting  are 
urged  to  contact  the  above  named 
individual  at  least  two  working  days 
prior  to  the  meeting  to  be  advised  of  any 
potential  changes  to  the  agenda. 

Dated;  November  6,  2008. 

Cayetano  Santos. 

Chief,  Reactor  Safety  Branch  A,  ACRS. 

[FR  Doc.  E8-27308  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7590-01-P 


NUCLEAR  REGULATORY 
COMMISSION 

Advisory  Committee  on  Reactor 
Safeguards  (ACRS) 

Meeting  of  the  Subcommittee  on  Early 
Site  Permits;  Notice  of  Meeting 

The  ACRS  Subcommittee  on  Early 
Site  Permits  will  hold  a  meeting  on 
December  3,  2008,  Room  T-2B3,  11545 
Rockville  Pike,  Rockville,  Maryland. 

The  entire  meeting  will  be  open  to 
public  attendance. 

The  agenda  for  the  subject  meeting 
shall  be  as  follows:  Wednesday, 
December  3,  2008 — 8:30  a.m.  until  5 
p.m. 

The  Subcommittee  will  review  and 
discuss  the  Early  Site  Permit  (ESP)  and 
Limited  Work  Authorization  application 
submitted  by  Southern  Nuclear 
Operating  Company  (Southern  Nuclear 
or  SNC — the  applicant)  for  the  Vogtle 
ESP  Site  (Docket  52-011)  and  the 
associated  NRC  staff  safety  evaluation 
report  (SER)  and  closure  of  open  items. 
The  Committee  will  review  the 
application  and  the  final  SER  to  fulfill 
the  requirement  of  10  CFR  52.23  that  the 
ACRS  report  on  those  portions  of  an 
ESP  application  that  concern  safety.  The 
Subcommittee  will  hear  presentations 
by  and  hold  discussions  with 
representatives  of  the  NRC  staff. 
Southern  Nuclear  Operating  Company, 
and  other  interested  persons  regarding 
this  matter.  The  Subcommittee  will 
gather  information,  analyze  relevant 
issues  and  facts,  and  formulate 
proposed  positions  and  actions,  as 
appropriate,  for  deliberation  by  the  full 
Committee. 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


68461 


Members  of  the  public  desiring  to 
provide  oral  statements  and/or  written 
comments  should  notify  the  Designated 
Federal  Officer,  Derek  Widmayer 
(telephone  301-415-7366)  5  days  prior 
to  the  meeting,  if  possible,  so  that 
appropriate  arrangements  can  be  made. 
Electronic  recordings  will  be  permitted. 
Detailed  procedures  for  the  conduct  of 
and  participation  in  ACRS  meetings 
were  published  in  the  Federal  Register 
on  October  6,  2007,  (73  FR  58268- 
58269). 

Further  information  regarding  this 
meeting  can  be  obtained  by  contacting 
the  Designated  Federal  Officer  between 
8  a.m.  and  4:45  p.m.  (ET).  Persons 
planning  to  attend  this  meeting  are 
urged  to  contact  the  above  named 
individual  at  least  two  working  days 
prior  to  the  meeting  to  be  advised  of  any 
potential  changes  to  the  agenda. 

Dated;  November  10,  2008. 

Girija  Shukla, 

Acting  Chief,  Reactor  Safety  Branch,  Advisory 
Committee  on  Reactor  Safeguards. 

[FR  Doc.  E8-27318  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7590-01 -P 


NUCLEAR  REGULATORY 
COMMISSION 

Advisory  CommiUee  on  Reactor 
Safeguards  (ACRS) 

Meeting  of  the  ACRS  Subcommittee  on 
ESBWR;  Notice  of  Meeting 

The  ACRS  Subcommittee  on  the 
Economic  Simplified  Boiling  Water 
Reactor  (ESBWR)  will  hold  a  meeting  on 
December  3,  2008,  Room  T-2B1,  11545 
Rockville  Pike,  Rockville,  Maryland. 

The  entire  meeting  will  be  open  to 
public  attendance,  with  the  exception  of 
a  portion  that  may  be  closed  to  protect 
information  that  is  proprietary  to 
General  Electric-Hitachi  (GEH)  Nuclear 
Energy  and  its  contractors  pursuant  to  5 
U.S.C.  552b(c)(4). 

The  agenda  for  the  subject  meeting 
shall  be  as  follows:  Wednesday, 
December  3,  2008 — 1  p.m.-S  p.m. 

The  Subcommittee  will  review 
Chapter  7  of  the  Safety  Evaluation 
Report  with  Open  Items  associated  with 
the  ESBWR  Design  Certification 
Application.  The  Subcommittee  will 
hear  presentations  by  and  hold 
discussions  with  representatives  of  the 
NRC  staff,  GEH,  and  other  interested 
persons  regarding  this  matter.  The 
Subcommittee  will  gather  information, 
analyze  relevant  issues  and  facts,  and 
formulate  proposed  positions  and 
actions,  as  appropriate,  for  deliberation 
by  the  full  Committee. 


Members  of  the  public  desiring  to 
provide  oral  statements  and/or  written 
comments  should  notify  the  Designated 
Federal  Official,  Dr.  Harold  J. 
VanderMolen,  (Telephone:  301-415- 
6236)  five  days  prior  to  the  meeting,  if 
possible,  so  that  appropriate 
arrangements  can  be  made.  Electronic 
recordings  will  be  permitted.  Detailed 
procedures  for  the  conduct  of  and 
participation  in  ACRS  meetings  were 
published  in  the  Federal  Register  on 
October  6,  2008  (73  FR  58268-58269). 

Further  information  regarding  this 
meeting  can  be  obtained  by  contacting 
the  Designated  Federal  Official  between 
8:30  a.m.  and  5  p.m.  (ET).  Persons 
planning  to  attend  this  meeting  are 
urged  to  contact  the  above  named 
individual  at  least  two  working  days 
prior  to  the  meeting  to  be  advised  of  any 
potential  changes  to  the  agenda. 

Dated:  November  10,  2008. 

Cayetano  Santos, 

Chief,  Reactor  Safety  Branch  A,  Advisory 
Committee  on  Reactor  Safeguards. 

[FR  Doc.  E8-27312  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7590-01 -P 


NUCLEAR  REGULATORY 
COMMISSION 

Sunshine  Federal  Register  Notice 

AGENCY  HOLDING  THE  MEETINGS:  Nuclear 
Regulatory  Commission. 

DATE:  Weeks  of  November  17,  24, 
December  1,  8,  15,  22,  2008. 

PLACE:  Commissioners’  Conference 
Room,  11555  Rockville  Pike,  Rockville, 
Maryland. 

STATUS:  Public  and  Closed. 

Week  of  November  17,  2008 

There  are  no  meetings  scheduled  for 
the  week  of  November  17,  2008. 

Week  of  November  24,  2008 — ^Tentative 

There  eire  no  meetings  scheduled  for 
the  week  of  November  24,  2008. 

Week  of  December  1,  2008 — Tentative 

There  are  no  meetings  scheduled  for 
the  week  of  December  1,  2008. 

Week  of  December  8,  2008 — Tentative 

Tuesday,  December  9,  2008 
9:30  a.m. 

Briefing  on  Equal  Employment 
Opportunity  (EEO)  Programs 
(Public  Meeting)  (Contact:  Sandy 
Talley,  301^15-8059). 

This  meeting  will  be  webcast  live  at 
the  Web  address — http://www.nrc.gov. 

Thursday,  December  1 1,  2008 
9:30  a.m. 


Briefing  on  Uranium  Recovery — Part  1 
(Public  Meeting). 

1:30  p.m. 

Briefing  on  Uranium  Recovery — Part  2 
(Public  Meeting). 

(Contact  for  both  parts:  Dominick 
Orlando,  301-415-6749). 

Both  parts  of  this  meeting  will  be 
webcast  live  at  the  Web  address — 
http://www.nrc.gov. 

Friday,  December  12,  2008 
9:30  a.m. 

Discussion  of  Management  Issues 
(Closed — Ex.  2). 

Week  of  December  15,  2008 — Tentative 
Monday,  December  15,  2008 

1  p.m. 

Discussion  of  Management  Issues 
(Closed — Ex.  2). 

Wednesday,  December  1 7,  2008 

2  p.m. 

Briefing  on  Threat  Environment 
Assessment  (Closed — Ex.  1). 

Week  of  December  22,  2008 — Tentative 

There  are  no  meetings  scheduled  for 
the  week  of  December  22,  2008. 

*The  schedule  for  Commission 
meetings  is  subject  to  change  on  short 
notice.  To  verify  the  status  of  meetings, 
call  (recording) — (301)  415-1292. 
Contact  person  for  more  information: 
Michelle  Schroll,  (301)  415-1662. 

The  NRC  Commission  Meeting 
Schedule  can  be  found  on  the  Internet 
at:  http://www.nrc.gov/about-nrc/ 
policy-making/ schedule.html. 

The  NRC  provides  reasonable 
accommodation  to  individuals  with 
disabilities  where  appropriate.  If  you 
need  a  reasonable  accommodation  to 
participate  in  these  public  meetings,  or 
need  this  meeting  notice  or  the 
transcript  or  other  information  from  the 
public  meetings  in  another  format  (e.g., 
braille,  large  print),  please  notify  the 
NRC’s  Disability  Program  Coordinator, 
Rohn  Brown,  at  301-492-2279,  TDD: 
301-415-2100,  or  by  e-mail  at 
rohn.brown@nrc.gov.  Determinations  on 
requests  for  reasonable  accommodation 
will  be  made  on  a  case-by-case  basis. 

■k  it  it  it  -k 

This  notice  is  distributed  by  mail  to 
several  hundred  subscribers:  if  you  no 
longer  wish  to  receive  it,  or  would  like 
to  be  added  to  the  distribution,  please 
contact  the  Office  of  the  Secretary, 
Washington,  DC  20555  (301-415-1969). 
In  addition,  distribution  of  this  meeting 
notice  over  the  Internet  system  is 
available.  If  you  are  interested  in 
receiving  this  Commission  meeting 
schedule  electronically,  please  send  an 
electronic  message  to 
darlene.  wright@nrc.gov. 


68462 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,*  2008 /Notices 


November  13,  2008. 

R.  Michelle  Schroll. 

Office  of  the  Secretary'. 

[FR  Doc.  E8-27467  Filed  11-14-08;  4:15  pm) 
BILLING  CODE  7590-01 -P 


RAILROAD  RETIREMENT  BOARD 

Proposed  Data  Collection(s)  Available 
for  Public  Comment  and 
Recommendations 

summary:  In  accordance  with  the 
requirement  of  Section  3506(c)(2)(A)  of 
the  Paperwork  Reduction  Act  of  1995 
which  provides  opportunity  for  public 
comment  on  new  or  revised  data 
collections,  the  Railroad  Retirement 
Board  (RRB)  will  publish  periodic 
summaries  of  proposed  data  collections. 

Comments  are  invited  on:  (a)  Whether 
the  proposed  information  collections  are 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  has  practical 
utility;  (b)  the  accuracy  of  the  RRB’s 


estimate  of  the  burden  of  the  collection 
of  the  information;  (c)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (d) 
ways  to  minimize  the  burden  related  to 
the  collection  of  information  on 
respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

1.  Title  and  Purpose  of  Information 
Collection 

Request  to  Non-Railroad  Employer  for 
Information  About  Annuitant’s  Work 
and  Earnings;  OMB  3220-0107. 

Under  Section  2  of  the  Railroad 
Retirement  Act  (RRA),  a  railroad 
employee’s  retirement  annuity  or  an 
annuity  paid  to  the  spouse  of  a  railroad 
employee  is  subject  to  work  deductions 
in  the  Tier  II  component  of  the  annuity 
and  any  employee  supplemental 
annuity  for  any  month  in  which  the 
annuitant  works  for  a  Last  Pre- 
Retirement  Non-Railroad  Employer 
(LPE).  LPE  is  defined  as  the  last  person. 


company,  or  institution,  other  than  a 
railroad  employer,  that  employed  an 
employee  or  spouse  annuitant.  In 
addition,  the  employee,  spouse  or 
divorced  spouse  Tier  I  annuity  benefit  is 
subject  to  work  deductions  under 
Section  2(F)(1)  of  the  RRA  for  earnings 
from  any  non-railroad  employer  that  are 
over  the  annual  exempt  amount.  The 
regulations  pertaining  to  non-payment 
of  annuities  by  reason  of  work  are 
contained  in  20  CFR  230.1  and  230.2. 

The  RRB  utilizes  Form  RL-231-F, 
Request  to  Non-Railroad  Employer  for 
Information  About  Annuitant’s  Work 
and  Earnings,  to  obtain  the  information 
needed  for  determining  if  any  work 
deductions  should  be  applied  because 
an  annuitant  worked  in  non-railroad 
employment  after  the  annuity  beginning 
date.  One  response  is  requested  of  each 
respondent.  Completion  is  voluntary. 
The  RRB  is  proposing  no  changes  to 
Form  RL-231-F. 

The  estimated  annual  respondent 
burden  is  as  follows: 


Estimate  of  Annual  Respondent  Burden 


Form  #(s) 

Annual  re¬ 
sponses 

Time 

(minutes) 

Burden 

(hours) 

RL-231-F  . 

Total  . 

300 

30 

150 

300 

150 

2.  Title  and  Purpose  of  Information 
Collection 

Supplemental  Information  on 
Accident  and  Insurance;  OMB  3220- 
0036.  Under  Section  12(o)  of  the 
Railroad  Unemployment  Insurance  Act 
(RUIA),  the  Railroad  Retirement  Board 
is  entitled  to  reimbursement  of  the 
sickness  benefits  paid  to  a  railroad 
employee  if  the  employee  receives  a 
sum  or  damages  for  the  same  infirmity 
for  which  the  benefits  are  paid.  Section 
2(f)  of  the  RUIA  requires  employers  to 
reimburse  the  RRB  for  days  in  which 
salary,  wages,  pay  for  time  lost  or  other 


remuneration  is  later  determined  to  be 
payable.  Reimbursements  under  section 
2[f)  generally  result  from  the  award  of 
pay  for  time  lost  or  the  payment  of 
guaranteed  wages.  The  RUIA  prescribes 
that  the  amount  of  benefits  paid  be 
deducted  and  held  by  the  employer  in 
a  special  fund  for  reimbursement  to  the 
RRB. 

The  RRB  currently  utilizes  Form(s) 
SI-lc,  (Supplemental  Information  on 
Accident  and  Insurance).  SI-5  (Report 
of  Payments  to  Employee  Claiming 
Sickness  Benefits  Under  the  RUIA),  ID- 
3s  (Request  for  Lien  Information),  ID- 
3s-l,  (Lien  Information  Under  Section 


12(o)  of  the  RUIA),  ID-3u  (Request  for 
Section  2(f)  Information),  ID-30k  (Form 
Letter  Asking  Claimant  for  Additional 
Information  on  Injury  or  Illness),  and 
ID-30k-l  (Request  for'Supplemental 
Information  on  Injury  or  Illness — 3rd 
Party),  to  obtain  the  necessary 
information  from  claimants  and  railroad 
employers.  The  RRB  proposes  minor 
non-burden  impacting  changes  to  all  of 
the  forms  in  the  collection.  Completion 
is  required  to  obtain  benefits.  One 
response  is  requested  of  each 
respondent. 

The  estimated  annual  respondent 
burden  for  this  collection  is  as  follows: 


Estimate  of  Annual  Respondent  Burden 


Form  #(s) 

Annual  re-  ■ 
sponses  l 

Time 

(minutes) 

Burden 

(hours) 

SI-lc . 

. .  I  1,000  I 

5  I 

93 

SI-5 . 

.  I  2,500  ' 

5  1 

208 

ID-3S . 

.  1  18,500  i 

3  i 

926 

IQ— 3s.1  . 

3  ! 

25 

ID-3U  . 

.  !  1,500  i 

3  i 

76 

ID-30k . 

.  j  2,000  , 

5  ‘ 

208 

ID-30k.1  . 

.  2,500  i 

5  ! 
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Additional  Information  or  Comments: 
To  request  more  information  or  to 
obtain  a  copy  of  the  information 
collection  justification,  forms,  and/or 
supporting  material,  please  call  the  RRB 
Clearance  Officer  at  (312)  751-3363  or 
send  an  e-mail  request  to 
Charles. Mierzwa@RRB. GOV.  Comments 
regarding  the  information  collection 
should  be  addressed  to  Ronald  J. 
Hodapp,  Railroad  Retirement  Board,  844 
North  Rush  Street,  Chicago,  Illinois 
60611-2092  or  send  an  e-mail  to 
Ronald.Hodapp@RRB.GOV.  Written 
comments  should  be  received  within  60 
days  of  this  notice. 

Charles  Mierzwa, 

Clearance  Officer. 

(FR  Doc.  E8-27317  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7905-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Proposed  Collection;  Comment 
Request 

Upon  written  request,  copies  available 
from;  Securities  and  Exchange 
Commission,  Office  of  Investor 
Education  and  Advocacv, 

Washington,  DC  20549-0213. 

Extension:  Regulation  S-K,  0MB  Control  No. 
3235-0071,  SEC  File  No.  270-2. 

Notice  is  hereby  given  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501  et  seq.),  the  Securities 
and  Exchange  Commission 
(“Commission”)  is  soliciting  comments 
on  the  collection  of  information 
summarized  below.  The  Commission 
plans  to  submit  this  existing  collection 
of  information  to  the  Office  of 
Management  and  Budget  for  extension 
and  approval. 

Regulation  S-K  (17  CFR  229.101- 
229.103,  229.201-229.202,  229.301- 
229.308T,  229.401-229.407,  229.501- 
229.512,  229.601,  229.701-229.703, 
229.801-229.802,  229.901-229.915) 
specifies  the  non-financial  disclosure 
requirements  applicable  to  registration 
statements  under  the  Securities  Act  of 

1933  (15  U.S.C.  77a  et  seq.)  and 
registration  statements  under  Section 
12,  annual  and  other  reports  under 
Section  13  and  15(d),  going-private 
transaction  statements  under  Section  13, 
tender  offer  .statements  under  Section  13 
and  14,  annual  reports  to  security 
holders  and  proxy  and  information 
statements  under  Section  14  and  any 
other  documents  required  to  be  filed 
under  the  Securities  Exchange  Act  of 

1934  (15  U.S.C.  78/,  78m,  78n,  78o(d)). 
Regulation  S-K  is  assigned  one  burden 
hour  for  administrative  convenience. 


Written  comments  are  invited  on;  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  imposed  by  the  collection 
of  information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology.  Consideration  will  be  given 
to  comments  and  suggestions  submitted 
in  writing  within  60  days  of  this 
publication. 

Please  direct  your  written  comments 
to  Lewis  W.  Walker,  Acting  Director/ 
CIO,  Securities  and  Exchange 
Commission,  c/o  Shirley  Martinson, 
6432  General  Green  Way,  Alexandria, 
Virginia  22312;  or  send  an  e-mail  to: 
PRA_Mailbox@sec.gov. 

Dated:  November  6,  2008. 

Florence  E.  Harmon. 

Acting  Secretary. 

[FR  Doc.  E8-27252  Filed  11-17-08;  8:45  ami 
BILLING  CODE  8011 -01 -P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Proposed  Collection;  Comment 
Request 

Upon  Written  Request,  Copies  Available 
From:  Securities  and  Exchange 
Commission,  Office  of  Investor 
Education  and  Advocacy, 

Washington,  DC  20549-0213. 

Extension:  Rule  34b-l;  File  No.  270—305; 

OMB  Control  No.  3235-0346. 

Notice  is  hereby  given  that,  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501  et  seq.)  the  Securities 
and  Exchange  Commission  (the 
“Commission”)  is  soliciting  comments 
on  the  collection  of  information 
summarized  below.  The  Commission 
plans  to  submit  this  existing  collection 
of  information  to  the  Office  of 
Management  and  Budget  for  extension 
and  approval. 

Rule  34b-l  under  the  Investment 
Company  Act  (17  CFR  270.34b-l) 
governs  .sales  material  that  accompanies 
or  follows  the  delivery  of  a  statutory 
prospectus  (“sales  literature”).*  Rule 
34l)-l  deems  to  be  materially 
misleading  any  investment  company 
.sales  literature  required  to  be  filed  with 


’  A  ".statuton,'  prospectus”  is  a  prospectus  that 
meets  the  requirements  of  Section  10(a)  of  the 
Securities  Act  of  1933  (15  U.S.C.  77j(a)). 


the  Commission  by  Section  24(b)  of  the 
Investment  Company  Act  (15  U.S.C. 
80a-24(b))2  that  includes  performance 
data,  unless  the  sales  literature  also 
includes  the  appropriate  uniformly 
computed  data  and  the  legend 
disclosure  required  in  investment 
company  advertisements  by  rule  482 
under  the  Securities  Act  of  1933  (17 
CFR  230.482).  Requiring  the  inclusion 
of  such  standardized  performance  data 
in  sales  literature  is  designed  to  prevent 
misleading  performance  claims  by  funds 
and  to  enable  investors  to  make 
meaningful  comparisons  among  fund 
performance  claims. 

The  Commission  estimates  that  3.210 
respondents  file  approximately  13,001 
responses  with  the  Commission  that 
include  the  information  required  by  rule 
34b-l.  The  burden  from  rule  34b-i 
requires  2.41  hours  per  response 
resulting  from  creating  the  information 
required  under  rule  34b-l.  The  total 
burden  hours  for  rule  34b-l  is  31,332 
per  year  in  the  aggregate  (1 3,001 
responses  x  2.41  hours  per  respon.se). 
Estimates  of  average  burden  hours  are 
made  solely  for  the  purposes  of  the 
Paperwork  Reduction  Act,  and  are  not 
derived  from  a  comprehensive  or  even 
a  representative  survey  or  study  of  the 
costs  of  Commission  rules  and  forms. 

The  collection  of  information  under 
rule  34b-l  is  mandatory.  The 
information  provided  under  rule  34b-l 
is  not  kept  confidential.  The 
Commission  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number. 

Written  comments  are  invited  on:  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  the 
proposed  performance  of  the  functions 
of  the  agency,  including  whether 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology.  Consideration  will  be  given 


7  Sales  literature  addressed  to  or  intended  for 
distribution  to  prospective  investors  is  deemed  filed 
with  the  Commission  for  purposes  of  Section  24(b) 
of  the  Investment  Company  Act  upon  filing  with  a 
national  securities  a.s.sociation  registered  under 
Section  15A  of  the  Securities  Exchange  Act  of  1934 
that  has  adopted  rules  providing  .standards  for  the 
investment  company  advertising  practices  of  its 
members  and  has  established  and  implemented 
procedures  to  review  that  advertising.  See  Rule 
24b-3  under  the  Investment  Company  Act  (17  C:FR 
270.24b-3). 
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to  comments  and  suggestions  submitted 
in  writing  within  60  days  of  this 
publication. 

Please  direct  your  written  comments 
to  Lewis  W.  Walker,  Acting  Director/ 
CIO,  Securities  and  Exchange 
Commission,  C/O  Shirley  Martinson, 
6432  General  Green  Way,  Alexandria, 
VA  22312;  or  send  an  e-mail  to: , 
PRA_MaiIbox@sec.gov. 

Dated:  November  10,  2008. 

Florence  E.  Harmon. 

Acting  Secretary. 

(FR  Doc.  E8-27429  Filed  11-17-08;  8:45  am) 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Proposed  Collection;  Comment 
Request 

Upon  written  request,  copies  available 

from:  Securities  and  Exchange 

Commission,  Office  of  Filings  and 

Information  Services,  Washington,  DC 

20549. 

Extension:  Form  N-2;  SEC  File  No.  270-21; 

0MB  Control  No.  3235-0026. 

Notice  is  hereby  given  that  pursuant 
to  the  Paperwork  Reduction  Act  of  1995 
(44  U.S.C.  3501  et  seq.)  the  Securities 
and  Exchange  Commission  (the 
“Commission”)  is  soliciting  comments 
on  the  collection  of  information 
summarized  below.  The  Commission 
plans  to  submit  this  existing  collection 
of  information  to  the  Office  of 
Management  and  Budget  for  extension 
and  approval. 

The  title  for  the  collection  of 
information  is  “Form  N-2  (17  CFR 
239.14  and  274.11a-l)  under  the 
Securities  Act  of  1933  and  under  the 
Investment  Company  Act  of  1940, 
Registration  Statement  of  Closed-End 
Management  Investment  Companies.” 
Form  N-2  is  the  form  used  by  closed- 
end  management  investment  companies 
(“closed-end  funds”)  to  register  as 
investment  companies  under  the 
Investment  Company  Act  of  1940  (15 
U.S.C.  80a-l  et  seq.)  (“Investment 
Company  Act”)  and  to  register  their 
securities  under  the  Securities  Act  of 
1933  (15  U.S.C.  77a  et  seq.)  (“Securities 
Act”).  The  primary  purpose  of  the 
registration  process  is  to  provide 
disclosure  of  financial  and  other 
information  to  investors  and  potential 
investors  for  the  purpose  of  evaluating 
an  investment  in  a  security.  Form  N-2 
also  permits  closed-end  funds  to 
provide  investors  with  a  prospectus 
containing  information  required  in  a 
registration  statement  prior  to  the  sale  or 
at  the  time  of  confirmation  of  delivery 


of  securities.  The  form  also  may  be  used 
by  the  Commission  in  its  regulatory 
review,  inspection,  and  policy-making 
roles. 

The  Commission  estimates  that  there 
are  140  initial  registration  statements 
and  60  post-effective  amendments  to 
initial  registration  statements  filed  on 
Form  N-2  annually  and  that  the  average 
number  of  portfolios  referenced  in  each 
initial  filing  and  post-effective 
amendment  is  1.  The  Commission 
further  estimates  that  the  hour  burden 
for  preparing  and  filing  a  post-effective 
amendment  on  Form  N-2  is  116.5  hours 
per  portfolio.  The  total  annual  hour 
burden  for  preparing  and  filing  post¬ 
effective  amendments  is  6,990  hours  (60 
post-effective  amendments  x  1 
portfolios  X  116.5  hours  per  portfolio). 
The  estimated  annual  hour  burden  for 
preparing  and  filing  initial  registration 
statements  is  79,478  hours  (140  initial 
registration  statements  x  1  portfolios  x 
567.7  hours  per  portfolio).  The  total 
annual  hour  burden  for  Form  N-2, 
therefore,  is  estimated  to  be  86,468 
hours  (6,990  hours  +  79,478  hours). 

The  information  collection 
requirements  imposed  by  Form  N-2  are 
mandatory.  Responses  to  the  collection 
of  information  will  not  be  kept 
confidential.  An  agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
required  to  respond  to  a  collection  of 
information  unless  it  displays  a 
currently  valid  control  number. 

Please  direct  general  comments 
regarding  the  above  information  to  the 
following  persons:  (i)  Desk  Officer  for 
the  Securities  and  Exchange 
Commission,  Office  of  Management  and 
Budget,  Room  10102,  New  Executive 
Office  Building,  Washington,  DC  20503 
or  e-mail  to:  nfraser@omb.eop.gov;  and 
(ii)  Lewis  W.  Walker,  Acting  Director/ 
CIO,  Securities  and  Exchange 
Commission,  C/O  Shirley  Martinson, 
6432  General  Green  Way,  Alexandria, 
VA  22312;  or  send  an  e-mail  to: 
PRA_Mailbox@sec.gov.  Comments  must 
be  submitted  to  OMB  within  30  days  of 
this  notice. 

Dated:  November  12,  2008. 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27431  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Sunshine  Act  Meeting 

Notice  is  heleby  given,  pursuant  to 
the  provisions  of  the  Government  in  the 
Sunshine  Act,  Public  Law  94-409,  that 
the  Securities  and  Exchange 


Commission  will  hold  a  Closed  Meeting 
on  Thursday,  November  20,  2008,  at  2 
p.m. 

Commissioners,  Counsel  to  the 
Commissioners,  the  Secretary  to  the 
Commission,  and  recording  secretaries 
will  attend  the  Closed  Meeting.  Certain 
staff  members  who  have  an  interest  in 
the  matters  also  may  be  present. 

The  General  Counsel  of  the 
Commission,  or  his  designee,  has 
certified  that,  in  his  opinion,  one  or 
more  of  the  exemptions  set  forth  in  5 
U.S.C.  552b(c)(3),  (5),  (7),  (8),  9(B)  and 
(Id)  and  17  CFR  200.402(a)(3),  (5),  (7), 
(8),  9(ii)  and  (10),  permit  consideration 
of  the  scheduled  matters  at  the  Closed 
Meeting. 

Commissioner  Casey,  as  duty  officer, 
voted  to  consider  the  items  listed  for  the 
Closed  Meeting  in  closed  session. 

The  subject  matter  of  the  Closed 
Meeting  scheduled  for  Thursday, 
November  20,  2008,  will  be; 

Formal  orders  of  investigation; 

Institution  and  settlement  of  injunctive 
actions: 

Institution  and  settlement  of  administrative 
proceedings  of  an  enforcement  nature; 

An  adjudicatory  matter; 

Consideration  of  amicus  participation: 
Regulatory  matters  regarding  financial 
imstitutions;  and 

Other  matters  relating  to  enforcement 
proceedings. 

At  times,  changes  in  Commis.sion 
priorities  require  alterations  in  the 
scheduling  of  meeting  items. 

For  further  information  and  to  ' 
ascertain  what,  if  any,  matters  have  been 
added,  deleted  or  postponed,  please 
contact; 

The  Office  of  the  Secretarv  at  (202) 
551-5400. 

Dated:  November  13,  2008. 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27405  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58924;  File  No.  SR-CBOE- 
2008-96] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Order  Granting  Approval 
of  Proposed  Rule  Change  To  Permit  $1 
Strikes  for  MNX  Options 

November  10,  2008. 

I.  Introduction 

On  September  16,  2008,  the  Chicago 
Board  Options  Exchange,  Incorporated 
(“CBOE”  or  “Exchange”)  filed  with  the 
Securities  and  Exchange  Commission 
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(“Commission”),  pursuant  to  Section 
19(b)(1)  of  the  Securities  Exchange  Act 
of  1934  (“Act”)^  and  Rule  19b— 4 
thereunder,^  this  proposed  rule  change. 
The  proposed  rule  change  was 
published  for  comment  in  the  Federal 
Register  on  October  8,  2008. ^  The 
Commission  received  no  comments  on 
the  proposal.  This  order  approves  the 
proposed  rule  change. 

II.  Description  of  the  Proposal 

The  proposed  rule  change  amends 
Rule  24.9,  Terms  of  Index  Option 
Contracts,  by  adding  a  new 
interpretation  that  will  allow  the 
Exchange  to  list  options  on  the  Mini- 
Nasdaq-100  Index  (“MNX”  or  “Mini- 
NDX”),  which  is  based  on  Vioth  the 
value  of  the  Nasdaq-100  Index,  at  $1  or 
greater  strike  price  intervals.'*  For  initial 
series,  the  Exchange  will  be  able  to  list 
at  least  two  strike  prices  above  and  two 
strike  prices  below  the  current  value  of 
the  MNX  at  or  about  the  time  a  series 
is  opened  for  trading  on  the  Exchange. 
As  part  of  this  initial  listing,  the 
Exchange  will  be  able  to  list  strike 
prices  that  are  within  five  points  from 
the  closing  value  of  the  MNX  on  the 
preceding  day. 

The  Exchange  will  be  permitted  to  list 
additional  series  when  the  Exchange 
deems  it  necessary  to  maintain  an 
orderly  market,  to  meet  customer 
demand,  or  when  the  underlying  MNX 
moves  substantially  from  the  initial 
exercise  price  or  prices.  To  the  extent 
that  any  additional  strike  prices  are 
listed  by  the  Exchange,  such  additional 
strike  prices  shall  be  within  thirty 
percent  (30%)  above  or  below  the 
closing  value  of  the  MNX.  The  Exchange 
also  will  be  permitted  to  open 


'  15  U.S.C.  78s(b)(l). 

2  17CFR240.19b--t. 

*  See  Securities  Exchange  Act  Release  No.  58659 
(September  26,  2008),  73  FR  58998  (“Notice”). 

^  Currently,  under  Interpretation  and  Policy 
.01(a)(xxv)  to  Rule  24.9,  the  Exchange  has  authority 
to  list  Mini-NDX  options  at  $2.50  strike  price 
intervals.  The  Commission  notes  that  the  Exchange 
rules  currently  allow  the  Exchange  to  list  series  at 
$1  or  greater  strike  price  intervals  in  similar  options 
products.  For  example.  Rule  24.9.01(b)  allows  the 
Exchange  to  list  series  on  options  based  on  one-one 
hundredth  (1/lOOth)  of  the  value  of  the  Dow  Jones 
Industrial  Average  Index  at  no  less  than  $0.50 
intervals.  Similarly,  Rule  24.9.01(f)  allows  the 
Exchange  to  list  strike  price  intervals  at  no  less  than 
$1  for  options  on  the  CBOE  S&P  500  BuyWrite 
Index  (1/lOth  value).  In  addition.  Rule  24.9.11 
allows  the  Exchange  to  list  strike  price  intervals  at 
no  less  than  $1  for  the  reduced-value  version  of  the 
Standard  &  Poor’s  S&P  500  Stock  Index  option 
(“Mini-SPX  option”),  which  is  based  on  1/lOth  the 
value  of  the  S&P  500  Index.  See  Securities 
Exchange  Act  Release  Nos.  39011  (September  3, 
1997),  62  FR  47840  (September  11,  1997);  58207 
(July  29,  2008),  73  FR  43961  (July  22,  2008);  52625 
(October  18,  2005),  70  FR  61479  (October  24,  2005); 
and  57049  (December  27,  2007),  73  FR  528  (January 
3,  2008). 


additional  strike  prices  that  are  more 
than  30%  above  or  below  the  current 
MNX  value  provided  that  demonstrated 
customer  interest  exists  for  such  series, 
as  expressed  by  institutional,  corporate 
or  individual  customers  or  their  brokers. 
Market-Makers  trading  for  their  own 
account  will  not  be  considered  when 
determining  customer  interest.  In 
addition  to  the  initial  listed  series,  the 
Exchange  may  list  up  to  sixty  (60) 
additional  series  per  expiration  month 
for  each  series  in  Mini-NDX  options. 

The  Exchange  proposes  that  it  shall  not 
list  LEAPS  on  Mini-NDX  options  at 
intervals  less  than  $5. 

The  Exchange  also  is  proposing  to  set 
forth  a  delisting  policy  with  respect  to 
Mini-NDX  options.  The  Exchange  will, 
on  a  monthly  basis,  review  series  that 
are  outside  a  range  of  five  (5)  strikes 
above  and  five  (5)  strikes  below  the 
current  value  of  the  MNX  and  delist 
series  with  no  open  interest  in  both  the 
put  and  the  call  series  having  a;  (i) 

Strike  higher  than  the  highest  strike 
price  with  open  interest  in  the  put  and/ 
or  call  series  for  a  given  expiration 
month;  and  (ii)  strike  lower  than  the 
lowest  strike  price  with  open  interest  in 
the  put  and/or  call  series  for  a  given 
expiration  month.  Notwithstanding  the 
proposed  delisting  policy,  customer 
requests  to  add  strikes  and/or  maintain 
strikes  in  Mini-NDX  options  in  series 
eligible  for  delisting  shall  be  granted. 

III.  Commission’s  Findings  and  Order 
Granting  Approval  of  the  Proposed 
Rule  Change 

After  careful  review,  the  Commission 
finds  that  the  proposed  rule  change  is 
consistent  with  the  requirements  of  the 
Act  and  the  rules  and  regulations 
thereunder  applicable  to  a  national 
securities  exchange.®  In  particular,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  Section 
6(b)(5)  of  the  Act®  in  that  it  is  designed 
to  promote  just  and  equitable  principles 
of  trade,  to  prevent  fraudulent  and 
manipulative  acts,  and,  in  general,  to 
protect  investors  and  the  public  interest. 

Specifically,  the  Commission  believes 
that  the  proposal  to  permit  listing  of  $1 
strike  prices  for  Mini-NDX  options  will 
provide  investors  with  added  flexibility 
in  the  trading  of  Mini-NDX  options  and 
further  the  public  interest  by  allowing 
investors  to  establish  positions  that  are 
better  tailored  to  meet  their  investment 
objectives.  The  Commission  also 
believes  that  the  proposal  strikes  a 
reasonable  balance  between  the 


‘  In  approving  this  proposed  rule  change,  the 
Commission  notes  that  it  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 

6 15  U.S.C.  78f(b)(5). 


Exchange’s  desire  to  accommodate 
market  participants  by  offering  a  wider 
array  of  investment  opportunities  and 
the  need  to  avoid  unnecessary 
proliferation  of  options  series  and  the 
corresponding  increase  in  quotes.  The 
Commission  notes  that  the  existing 
restrictions  on  listing  $1  strike  price 
intervals  will  continue  to  apply,  e.g.,  no 
$1  strike  price  may  be  listed  (a)  that  is 
greater  than  $5  from  MNX’s  closing 
price  on  the  preceding  day,  or  (b)  that 
would  result  in  strike  prices  being  $0.50 
apart. 

In  approving  the  proposed  rule 
change,  the  Commission  has  relied  on 
the  Exchange’s  representation  that  it  has 
the  necessary  systems  capacity  to 
support  the  new  options  series  that  will 
be  listed  under  this  proposal.  The 
Commission  expects  the  Exchange  to 
continue  to  monitor  for  options  with 
little  or  no  open  interest  and  trading 
activity  and  to  act  promptly  to  delist 
such  options.  In  addition,  the 
Commission  expects  that  CBOE  will 
continue  to  monitor  the  trading  volume 
associated  with  the  additional  options 
series  listed  as  a  result  of  this  proposal 
and  the  effect  of  these  additional  series 
on  market  fragmentation  and  on  the 
capacity  of  the  Exchange’s,  OPRA’s,  and 
vendors’  automated  systems. 

IV.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,^  that  the 
proposed  rule  change  (SR-CBOE-2008- 
96)  be,  and  it  hereby  is,  approved. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.® 

Florence  E.  Harmon, 

Acting  Secretary. 

(FR  Doc.  E8-27280  Filed  11-17-08;  8:45  am] 
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I.  Introduction 

On  July  7,  2008,  The  Depository  Trust 
Company  (“DTC”)  filed  with  the 


M5  U.S.C.  78s(b)(2). 
»17CFR  200.30-3(a)(12). 
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Securities  and  Exchange  Commission 
(“Commission”)  a  proposed  rule  change 
pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”).i  Notice  of  the  proposal  was 
published  in  the  Federal  Register  on 
August  11,  2008.2  No  comment  letters 
were  received.  For  the  reasons 
discussed  below,  the  Commission  is 
granting  approval  of  the  proposed  rule 
change. 

II.  Description 

As  the  use  of  the  Direct  Registration 
System  (“DRS”)  continues  to  grow, 
attention  has  centered  on  reducing  the 
number  of  rejected  instructions 
submitted  through  the  Profile 
Modification  System  (“Profile”),  a 
facility  administered  by  DTC  that  allows 
an  investor’s  DRS  position  to  be 
transferred  from  the  records  of  the 
transfer  agents  ^  to  a  broker-dealer  and 
vice  versa.  In  order  to  effectively 
transfer  an  investor’s  securities  position 
using  Profile,  the  broker-dealer  DTC 
participant  must  enter  into  Profile  an 
instruction  containing  certain 
identifying  criteria  of  the  investor,  such 
as  share  quantity  and  a  taxpayer 
identification  number  (“TIN”)  or  Social 
Security  Number.  If  the  submitted 
information  does  not  match  the 
information  the  DRS  Limited  Participant 
(j.e.,  the  transfer  agent)  has  on  its  file, 
the  Profile  instruction  is  rejected,  which 
may  result  in  a  rejection  fee  assessed  by 
the  DRS  Limited  Participant.  More 
importantly,  the  rejection  can  also  result 
in  delays  in  transferring  the  position, 
which  could  possibly  cause  financial 
harm  to  an  investor. 

Today,  nearly  25%  of  all  Profile 
instructions  are  rejected  by  the  transfer 
agents.  The  two  most  common  reasons 
for  rejections  are  the  Profile  instruction 
not  matching  the  share  quantity  or  the 
investor’s  TIN  or  Social  Security 
number  on  the  transfer  agent’s  records. 
The  DRS  Ad  Hoc  Committee,  an 
industry  committee  established  to 
address  operational  issues  related  to 
DRS,  believes  that  by  implementing 
certain  system  and  processing 
improvements,  about  7,000  Profile 
rejections  per  month  could  potentially 
be  eliminated. 

A.  Proposed  Changes  to  Profile 

In  an  effort  to  decrease  the  number  of 
rejections  in  Profile,  DTC  will  make  the 


'  15  U.S.C.  78s(b)(l). 

2  Securities  Exchange  Act  Release  No.  58292 
(August  1,  2008).  73  FR  46693  (August  11.  2008) 
(File  No.  SR-DTC-2008-071. 

^Transfer  agents  must  be  designated  as  DRS 
Limited  Participants  by  DTC  in  order  to  facilitate 
DRS  instructions  through  Profile. 


following  enhancements  to  Profile 
functionality. 

Move  All  Instruction.  Currently, 

Profile  requires  a  participant  to  enter  a 
specific  share  quantity  or  dollar  value 
(in  the  case  of  debt)  in  its  Profile 
instruction.  Under  the  rule  change,  a 
participant  submitting  an  instruction  in 
Profile  will  be  allowed  to  select  one  of 
the  following  options:  (1)  Enter  a 
specific  share  quantity  or  dollar  value; 

(2)  “move  all”  of  the  investor’s  whole 
shares  to  the  requesting  participant’s 
account  at  DTC;  (3)  “move  all”  of  the 
investor’s  whole  shares  to  the  requesting 
participant’s  account  at  DTC,  liquidate 
any  fractional  share  positions  remaining 
in  the  account  &t  the  transfer  agent,  and 
have  the  cash  proceeds  mailed  directly 
to  the  investor;  (4)  “move  all”  of  the 
investor’s  whole  shares  to  the  requesting 
participant’s  account  at  DTC,  liquidate 
any  fractional  share  positions  remaining 
in  the  account  at  the  transfer  agent,  have 
the  cash  proceeds  mailed  directly  to  the 
investor,  and  close  the  investor’s  DRS 
and  Dividend  Reinvestment  Plan 
(“DRIP”)  account. 5  By  using  the  “move- 
all”  functionality,  participants  can  forgo 
referencing  a  specific  share  quantity  in 
the  Profile  instruction,  which  DTC 
believes  should  eliminate  a  major  cause 
of  Profile  rejections.** 

Dual  TIN  or  Social  Security  Numbers. 
Currently,  participants  are  permitted  to 
enter  only  one  TIN  or  Social  Security 
number  in  its  Profile  instruction.  Under 
the  rule  change,  participants  may  elect 
to  submit  a  Profile  instruction  with  two 
TINS  or  Social  Security  numbers  instead 
of  one.  The  option  to  submit  a  Profile 
instruction  with  two  TIN  or  Social 
Security  numbers  may  be  necessary,  for 
example,  where  the  investor’s  account  is 
a  joint  account.  For  those  Profile 
instructions  with  two  TINs  or  Social 
Security  Numbers,  the  transfer  agent 
will  only  need  to  match  on  one  of  the 
TIN  or  Social  security  numbers  on  the 
Profile  instruction  to  the  its  records  for 
the  investor  account. 

The  rule  change  will  require  broker- 
dealers  and  transfer  agents  that  process 
their  DRS  tran.sactions  through  a  direct 
electronic  computer-to-computer  link 


■*  DTC’s  systems  only  process  and  allow  whole 
shares  to  be  processed  and  held  in  participants' 
accounts  at  DTC.  They  do  not  accommodate 
fractional  shares. 

®  Some  transfer  agents  maintain  separate  investor 
accounts  for  DRIP  shares  and  DR.S  positions.  The 
participant's  instruction  through  Profile  to  close  the 
account  would  require  a  DRS  Limited  Participant  to 
close  both  the  DRIP  and  the  DRS  account. 

‘•Although  DRS  Limited  Participants  are  able  to 
enter  Profile  instructions  to  move  DRS  positions 
from  a  broker-dealer’s  account  at  DTC  to  the 
investor's  account  on  the  books  of  the  transfer 
agent,  the  propo.sed  rule  change  will  not  permit  the 
“move  all”  function  in  Profile  to  be  available  to  the 
DRS  Limited  Participant  at  this  time. 


with  DTC  to  make  internal  system 
enhancements  to  accommodate  DTC’s 
changes  to  Profile. ^  Specifically, 
internal  systems  will  need  to  be 
enhanced  so  that  they  are  able  to  accept 
DRS  Profile  instructions  to  “move  all” 
shares  from  the  investor’s  account  at  the 
transfer  agent  to  the  investor’s  broker- 
dealer’s  account  at  DTC.  They  will  also 
need  to  be  enhanced  to  provide  for  the 
processing  of  a  Profile  instruction  with 
a  second  TIN/Social  Security  Number. 

B.  Proposed  Remuneration 

Pursuant  to  the  new  rule,  broker- 
dealers  will  be  required  to  pay  transfer 
agents  two  types  of  remuneration:  (1) 
Reimbursement  to  compensate  for  the 
initial  system  development  of  the 
enhancements  contemplated  under  the 
move-all  proposal  and  (2)  a  transaction 
fee  to  pay  for  the  on-going 
administration  of  the  proposed  new 
functions.  Accordingly,  broker-dealers 
will  pay  for  seventy-five  percent  of  all 
system  costs  with  a  maximum  payment 
of  $200,000  per  transfer  agent  for  project 
plans  submitted  by  transfer  agents  to 
DTC  by  September  1,  2008.  For  project 
plans  that  will  be  managed  by  a  third 
party  vendor,  broker-dealers  will  be 
required  to  pay  a  remuneration  based  on 
the  vendor’s  total  project  cost.  DTC  will 
act  as  a  conduit  to  collect  and  distribute 
the  remuneration  from  the  broker- 
dealers  to  transfer  agents. 

Under  the  “move  all”  proposal, 
transfer  agents  were  required  to  submit 
a  project  plan  to  DTC  by  September  1, 
2008,  and  should  be  ready  to  implement 
the  “move  all”  Profile  functionality  by 
November  1,  2008,  in  order  to  be 
eligible  to  receive  the  system  cost 
remuneration.  DTC  will  make  a  one 
time  payment  to  eligible  transfer  agents 
no  later  than  ninety  calendar  days  after 
the  completion  of  the  move  all  and  dual 
TIN  or  Social  Security  Number 
functionality  going  live.  DTC  will 
collect  a  surcharge  of  $1.00  from  broker- 
dealers  for  no  more  than  twenty-four 
calendar  months  for  each  Profile 
transaction  submitted  by  a  broker-dealer 
in  order  to  offset  the  up-front 
remuneration  made  by  DTC  to  transfer 
agents.  DTC  will  eliminate  the  surcharge 
at  the  end  of  twenty-four  calendar 
months  or  sooner  if  the  total  amount  of 
up-front  remuneration  paid  by  DTC  is 
collected  before  the  twenty-four  month 
period  has  expired. 

DTC  will  also  charge  broker-dealers 
$.75  per  Profile  transaction  to  offset  the  ‘ 
transfer  agents’  on-going  costs  of 


^It  i.s  anticipated  that  for  tho.se  users  that 
communicate  Profile  instructions  through  DTC 
through  a  dedicated  terminal  (PTS  or  PBS),  they 
will  only  need  to  update  their  internal  procedures 
and  workflow. 
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supporting  the  “move  all”  function.  The 
transaction  fee  will  be  adjusted  annually 
to  reflect  DRS  Profile  transactional 
volume  changes.  The  rule  change  will 
require  transfer  agents  that  wish  to 
receive  a  transaction  fee  to  have 
submitted  their  project  plan  by 
September  1,  2Q08.  The  transfer  agents 
represented  on  the  DRS  Ad  Hoc 
Committee  have  agreed  that  the 
remunerations  from  the  transactional  fee 
will  be  no  more  than  $25,000  per  year 
per  transfer  agent.  DTC  will  pay  each 
eligible  transfer  agent  with  2,000  or 
more  Profile  transactions  monthly  a  set 
monthly  amount  of  $2,080,  or  $24,960 
annually.  DTC  will  pay  each  eligible 
transfer  agent  with  at  least  200 
transactions  monthly  but  less  than  2,000 
transactions  monthly  a  set  monthly 
amount  of  $800,  Or  $9,600  annually. 

DTC  will  not  pay  transfer  agents  with 
less  than  200  transactions  a  month. 

C.  DRS  Limited  Participant  Eligibility 
Requirements 

DTC  will  amend  its  DRS  Limited 
Participant  rules  to  require  transfer 
agents  to  be  able  to  process  Profile 
instructions  requesting  the  “move  all” 
options  and  instructions  including  dual 
TIN  or  Social  Security  Numbers.  To 
maintain  eligibility  as  a  DRS  Limited 
Participant,  all  current  DRS  Limited 
Participants  must  provide  “move  all” 
and  dual  TIN  or  Social  Security  number 
processing  capability  by  no  later  than 
December  31,  2008. 

III.  Discussion 

Section  17A(b)(3)(F)  of  the  Act 
requires,  among  other  things,  that  the 
rules  of  a  clearing  agency  be  designed  to 
promote  the  prompt  and  accurate 
clearance  and  settlement  of  securities 
transactions,  assure  the  safeguarding  of 
securities  and  funds  which  are  in  the 
custody  or  control  of  the  clearing  agency 
or  for  which  it  is  responsible,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  the  clearance  and 
settlement  of  securities  transactions,  to 
remove  impediments  to  and  perfect  the 
mechanism  of  a  national  system  for  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions, 
and,  in  general,  to  protect  investors  and 
the  public  interest."  The  rule  change  is 
consistent  with  the  provisions  of  the  Act 
because  it  improves  efficiency  and 
reduces  risks  in  DRS. 

Accordingly,  for  the  reasons  stated 
above  the  Commission  finds  that  the 
rule  change,  is  consistent  with  DTC’s 
obligation  under  Section  17A  of  the  Act 
to  promote  the  prompt  and  accurate 
clearance  and  settlement  of  securities 


"15U.S.C.  78q(b)(3)(F). 


transactions,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
the  clearance  and  settlement  of 
securities  transactions,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  national  system  for  the 
prompt  and  accurate  clearance  and 
settlement  of  securities  transactions, 
and,  in  general,  to  protect  investors  and 
the  public  interest. 

IV.  Conclusion 

On  the  basis  of  the  foregoing,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  the 
requirements  of  the  Act  and  in 
particular  with  the  requirements  of 
Section  17A  of  the  Act  and  the  rules  and 
regulations  thereunder. 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,  that  the 
proposed  rule  change  (File  No.  SR-DTC- 
2008-07)  be  and  hereby  is  approved.® 

For  the  Commission  by  the  Division  of 
Trading  and  Practices,  pursuant  to  delegated 
authority.'" 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27278  Filed  11-17-08;  8:45  am] 
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On  September  8,  2008,  Financial 
Industry  Regulatory  Authority,  Inc.  - 
(“FINRA,”  f/k/a  National  Association  of 
Securities  Dealers,  Inc.  and  NASD)  filed 
with  the  Securities  and  Exchange 
Commission  (“Commission”)  pursuant 
to  Section  19(b)(1)  of  the  Securities 
Exchange  Act  of  1934  (“Act”)'  and  Rule 
19b-4  thereunder,^  a  proposed  rule 
change  to  amend  the  By-Laws  of 
FINRA’s  regulatory  subsidiary,  FINRA 
Regulation,  Inc.  (“FINRA  Regulation,” 


"  In  approving  the  proposed  rule  change,  the 
Commission  considered  the  proposal's  impact  on 
efficiency,  competition,  and  capital  formation.  15 
U.S.C.  78c{f). 

17  CFR  200.30-3(a)(12). 

>  15  U.S.C.  78s(b)(l). 

2  17  CFR  240.19b-4. 


f/k/a  NASD  Regulation,  Inc.).  On 
September  17,  2008,  FINRA  filed 
Amendment  No.  1  to  the  proposed  rule 
change.  The  proposed  rule  change  was 
published  in  the  Federal  Register  on 
September  30,  2008."  The  Commission 
received  one  comment  on  the  proposal.'* 
This  order  approves  the  proposed  rule 
change. 

I.  Background  and  Description  of  the 
Proposal 

A.  Background 

On  July  30,  2007,  NASD  and  the  New 
York  Stock  Exchange,  Inc.  consolidated 
their  member  firm  regulation  operations 
into  a  combined  organization,  FINRA. 
As  part  of  the  consolidation,  the 
Commission  approved  amendments  to 
the  NASD  By-Laws  to  implement 
governance  and  related  changes."  The 
approved  changes  included  a  FINRA 
Board  governance  structure  that 
balanced  public  and  industry 
representation  and  designated  seven 
governor  seats  to  represent  member 
firms  of  various  sizes  based  on  the 
criteria  of  firm  size." 

FINRA  Regulation  is  a  subsidiary  of 
FINRA  that  operates  according  to  the 
Plan  of  Allocation  and  Delegation  of 
Functions  by  NASD  to  Subsidiaries,  as 
amended,  which  NASD  adopted  first  in 
1996  when  it  formed  NASD  Regulation. 
FINRA  Regulation’s  By-Laws  were  not 
amended  at  the  time  of  the 


3  Securities  Exchange  Act  Release  No.  58626 
(September  23.  2008),  73  FR  56872  (“Notice”). 

■•The  conimenter  stated  that  FINRA's  proposal 
seemed  reasonable  and  that  he  generally  favored  it. 
However,  he  expressed  concern  about  the 
elimination  of  the  regional  representation  on  the 
National  Adjudicatory  Council  (“NAC”).  See  letter 
from  Neal  E.  Nakagiri,  E.sq.,  NPB  Financial  Group, 
LLC,  to  Florence  E.  Harmon,  Acting  Secretary, 
Commission,  dated  October  20,  2008. 

®See  Securities  Exchange  Act  Release  No.  56145 
(July  26,  2007),  72  FR  42169  (August  1,  2007).  as 
amended  by  Securities  Exchange  Act  Release  No. 
56145A  (May  30.  2008),  73  FR  32377  (June  6,  2008) 
(File  No.  SR-NASD-2007-023). 

••The  FINRA  Board  consists  of  eleven  Public 
Governors  (who  are  appointed),  ten  Industry 
Governors  (seven  of  whom  are  elected  by  industry 
members),  the  current  Chief  Executive  Officer 
(“CEO”)  of  NYSE  Regulation,  and  the  current  CEO 
of  FINRA.  The  ten  Industry  Governors  include:  (a) 
Three  elected  Governors  who  are  registered  with 
member  firms  that  employ  500  or  more  registered 
persons  (Large  Firm  Governors);  (b)  one  elected 
Governor  who  is  registered  with  a  member  firm  that 
employs  at  least  151  and  no  more  than  499 
registered  persons  (Mid-Size  Firm  Governor);  (c) 
three  elected  Governors  who  are  registered  with 
member  firms  that  employ  at  least  one  and  no  more 
than  150  registered  persons  (Small  Firm  Governors); 

(d)  one  appointed  Governor  who  is  associated  with 
a  floor  member  of  the  New  York  Stock  Exchange: 

(e)  one  appointed  Governor  who  is  associated  with 
an  independent  contractor  financial  planning 
member  firm  or  an  insurance  company  affiliate:  and 

(f)  one  appointed  Governor  who  is  associated  with 
an  affiliate  of  an  investment  company.  See  FINRA 
By-I.aws,  Article  VII  (Board  of  Governors). 
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consolidation,  other  than  in  a  few 
sections  where  those  By-Laws  conflicted 
with  the  new  FINRA  By-Laws. 

B.  Description  of  the  Proposal 

The  proposed  rule  change  would 
amend  the  FINRA  Regulation  By-Laws 
(“By-Laws”)  to:  (1)  Restructure  the 
industry'  representation  on  the  NAC  to 
parallel  the  firm-size  criteria  for 
industry'  representation  on  the  FINRA 
Board:  (2)  modify  the  nomination 
process  for  certain  industry  member 
seats  on  the  NAC  by  using  the  FINRA 
Nominating  Committee  (“Nominating 
Committee”)  and  by  discontinuing  the 
Regional  Nominating  Committees:  and 
(3)  adopt  conforming  changes  to  reflect 
the  corporate  name  change  and  similar 
matters.^ 

1.  Changes  to  the  NAC 

The  NAC  reviews  all  disciplinary 
decisions  issued  by  Hearing  Panels  and 
presides  over  disciplinary  matters  that 
have  been  appealed  to  or  called  for 
review  by  the  NAC.  The  NAC  also 
reviews  statutory  disqualification 
matters  and  considers  appeals  of 
membership  proceedings  and 
exemption  requests.® 

a.  Composition 

Under  the  current  By-Laws,  the  NAC 
must  consist  of  no  fewer  than  12  and  no 
more  than  14  members,  and  the  number 
of  non-industry  members,  including  at 
least  three  public  members,  must  equal 
or  exceed  the  number  of  industry 
members.®  Since  1999,  each  of  five 
geographic  regions,  which  had  been 
established  by  the  NASD  Board  of 
Governors,  has  been  represented  on  the 
NAC.  Consistent  with  Article  V  of  the 
FINRA  Regulation  By-Laws,  the  current 
NAC  consists  of  14  members  and 
includes  seven  industry  and  seven  non¬ 
industry  members.  Five  of  the 
industry  NAC  members  represent  the 
five  geographic  regions,  and  the 
remaining  two  industry  seats  are  “at- 
large”  seats,  which  NASD  historically 
used  (and  FINRA  currently  uses)  to  add 


’’  The  proposed  rule  change  would  revise,  delete, 
and/or  renumber  various  provisions  of  the  FINRA 
Regulation  By-Laws.  Renumbered  sections  are 
referred  to  herein  as  “proposed  FfNRA  Regulation 
By-Laws.”  All  other  sections  (that  is,  sections  for 
which  new  numbering  did  not  result  from  the 
proposed  revisions)  are  referred  to  as  "current 
FINRA  Regulation  By-Laws." 

®  See  current  FINRA  Regulation  By-Laws,  Article 
V,  Section  5.1  (Appointment  and  Authority). 

®See  current  FINRA  Regulation  By-Laws.  Article 
V,  Section  5.2  (Number  of  Members  and 
Qualifications). 

’“See  Notice,  supra  note  3,  73  FR  56872,  56873, 
n.6. 

”  See  Notice,  supra  note  3,  73  FR  at  56873. 


balance  to  the  types  of  firms  being 
represented  on  the  NAC.  ^2 

FINRA  proposes  to  eliminate  the  size 
range  of  the  NAC  (12-14  members) 
prescribed  by  the  current  By-Laws  and 
instead  provide  that  the  NAC  consist  of 
14  members.  Additionally,  FINRA 
proposes  that  the  NAC  be  divided 
equally  between  industry  and  non¬ 
industry  members,  and  thereby 
eliminate  the  possibility  that  the 
number  of  non-industry  members 
exceed  the  nuiTiber  of  industry 
members. 

The  proposed  rule  change  also  would 
eliminate  regional  representation  on  the 
NAC  and  instead  provide  for 
representation  of  the  various  firm  sizes. 
Specifically,  FINRA  would  replace  the 
five  region-based  industry  members  of 
the  NAC  with  two  small  firm,  one  mid¬ 
size  firm,  and  two  large  firm  industry 
representatives. 

In  summary,  the  restructured  NAC 
would  consist  of  14  members,  including 
seven  industry  members,  two  of  whom 
would  be  “at  large,”  and  five  of  whom 
would  be  designated  specifically  as 
representatives  of  large  firms,  mid-size 
firms,  and  small  firms,  and  seven  non¬ 
industry  members,  three  of  whom  are 
public.^®  The  tenure  of  NAC  members 
generally  is  three  years  and  the  terms  of 
the  members  are  staggered.  The 
proposal  would  not  disrupt  the  process 
of  approximately  one-third  of  the  NAC 
members  completing  their  service  in  a 
particular  year  and  being  replaced  with 
newly  appointed  NAC  members.  The 
proposal  would  result  in  a  Small  Firm 
and  a  Large  Firm  NAC  Member  joining 
the  NAC  near  the  beginning  of  2009;  a 
Mid-Size  Firm  NAC  Member  joining  in 
2010;  and  a  Small  Firm  and  Large  Firm 
NAC  Member  joining  in  2011. 

b.  Nomination  and  Election  Process 

Currently,  non-industry  members  of 
the  NAC  and  two  “at-large”  industry 
members  are  nominated  to  serve  on  the 
NAC  by  the  Nominating  Committee  and 


’2W. 

A  public  member  of  the  NAC  has  no  material 
business  relationship  with  a  broker  or  dealer  or  a 
self-regulatorv’  organization  registered  under  the 
Act. 

’■*  A  Large  Firm  is  any  broker  or  dealer  admitted 
to  membership  in  FINRA  which,  at  the  time  of 
determination,  has  500  or  more  registered  persons. 
A  Mid-Size  Firm  is  any  broker  or  dealer  admitted 
to  membership  in  FINRA  which,  at  the  time  of 
determination,  has  at  least  151  and  no  more  than 
499  registered  persons.  A  Small  Firm  is  any  broker 
or  dealer  admitted  to  membership  in  FINRA  which, 
at  the  time  of  determination,  has  at  least  1  and  no 
more  than  150  registered  persons.  See  proposed 
FINRA  Regulation  By-Laws.  Article  I  (Definitions) 
(defining  Small  Firm,  Small  Firm  NAC  Member. 
»arge  Firm,  Large  Firm  NAC  Member,  Mid-Size 
Firm,  and  Mid-Size  Firm  NAC  Member, 
respectively). 


then  appointed  by  the  FINRA 
Regulation  Board.*®  The  five  industry 
members  of  the  NAC  who  are  drawn 
from  the  five  geographic  regions  are 
selected  through  Regional  Nominating 
Committees  (through  either  an 
uncontested  or  a  contested  nomination 
process),  then  nominated  by  the 
Nominating  Committee,  and  finally 
appointed  by  the  FINRA  Regulation 
Board. 

In  conjunction  with  its  proposed 
transition  to  representation  on  the  NAC 
based  on  firm  size,  FINRA  would 
simplify  the  NAC  appointment  process 
for  industry  representatives  and  follow 
more  closely  the  procedures  for  electing 
industry  members  of  the  FINRA  Board. 
FINRA  proposes  to  eliminate  the  five 
Regional  Nominating  Committees  and 
have  the  Nominating  Committee 
perform  their  function,  Instead  of 
relying  on  Regional  Nominating 
Committees  to  identify  possible 
industry  candidates  and  submit 
candidates  to  the  Nominating 
Committee  and  the  FINRA  Regulation 
Board,  FINRA  proposes  that  the 
Nominating  Committee  would  identify 
and  solicit  candidates  for  all  NAC  seats, 
including  the  five  industry-member 
positions  that  are  to  be  based  on  firm 
size.*®  FINRA  states  that  the  Nominating 
Committee  would  be  free  to  consult 
with  or  receive  recomrnendations  for 
industry  NAC  members  from  other 
FINRA  committees,  such  as  the  District 
Nominating  Committees,  before 
communicating  its  nominations  to  the 
FINRA  Board. 

Individuals  who  seek  to  serve  on  the 
NAC  but  who  were  not  nominated 
(“Additional  Candidates”)  would  still 
be  allowed  to  gather  petitions  in  support 
of  their  candidacy  and  potentially 
compete  in  a  contested  election.  The 
proposed  rule  change  permits 
Additional  Candidates  to  petition  for 
consideration  as  Small,  Mid-Size,  or 
Large  Firm  NAC  Members,  based  on  the 
size  of  the  firm  with  which  they  are 
registered.  Additional  Candidates  would 
be  able  to  qualify  for  a  contested 
election  by  gathering  petitions  from 
three  percent  (or  ten  percent  in  the  case 
of  petitions  in  support  of  more  than  one 
person)  of  the  firms  in  their  size 
category.*^  In  the  event  of  a  contested 
election,  FINRA  members  would  have 
an  opportunity  to  vote  for  a  NAC 
candidate  based  on  firm  size.*® 


See  supra  note  13. 

See  proposed  FINRA  Regulation  By-Laws, 
Article  V.  Section  5.3  (Appointments). 

’"See  proposed  FINRA  Regulation  By-Laws, 
Article  V.  Section  6.2  (Designation  of  Additional 
Candidates). 

’"See  propo.sed  FINRA  Regulation  By-Laws, 
Article  VI.  Section  6.3  (List  of  FINRA  Members 
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Specifically,  small,  mid-size,  or  large 
firms  would  vote  for  NAC  candidates 
only  if  the  contested  election  was  for  a 
NAC  seat  designated  for  a  firm  of 
corresponding  size. 

The  proposed  rule  change  authorizes 
the  FINRA  Secretary  to  collect 
information  from  candidates  to 
determine  that  the  nominee  or 
Additional  Candidate,  as  applicable, 
satisfies  the  definition  of  an  Industry, 
Small  Firm,  Mid-Sized  Firm,  Large 
Firm,  Non-Industry,  or  Public  Member 
of  the  NAC.^® 

The  proposed  rule  change  also 
ensures  that  the  winner  of  a  contested 
election  serves  on  the  NAC.  While  all 
NAC  members  would  continue  to  be 
recommended  initially  by  the 
Nominating  Committee  and  appointed 
by  the  FINRA  Board.^o  the  candidate 
who  receives  the  most  votes  in  any 
contested  election  for  a  Small,  Mid-Size, 
or  Large  Firm  NAC  Member  seat  would 
be  required  under  the  FINRA  Regulation 
By-Laws  to  be  appointed  to  the  NAC.^^ 
FINRA  does  not  propose  to  change  the 
NAC  selection  process  if  no  Additional 
Candidates  reach  the  threshold  to 
qualify  for  a  contested  election:  when 
there  are  no  Additional  Candidates,  the 
industry  NAC  members  selected  by  the 
Nominating  Committee  would  not  have 
a  contested  election  and  would  be 
recommended  for  appointment  to  the 
NAC.22 

Additionally,  FINRA  proposes  to 
modify  the  provision  that  restricts  NAC 
members  and  certain  committees  from 
communicating  in  an  official  capacity  in 
support  of  a  candidate  in  a  contested 
election.  The  current  provisions  that 
permit  individuals  who  are  Directors  or 
NAC  or  other  committee  members  to 
communicate  their  views  regarding  a 
candidate  in  an  individual  capacity 
would  remain  the  same.  The 


Eligible  to  Vote)  and  Article  VI,  Section  6.7 
(Ballots). 

’9  See  proposed  FINRA  Regulation  By-Laws, 
Article  V,  Section  5.4  (Nomination  Process). 

^°The  Exchange  states  that  the  seven  non¬ 
industry  members  and  two  at-large  industry 
members  would  continue  to  follow  the  nomination 
and  Board  appointment  process  currently  employed 
for  non-industry  and  at-large  industry  NAC 
members.  See  Notice,  supra  note  3,  73  FR  at  56874, 
n.  14. 

See  proposed  FINRA  Regulation  By-Laws, 
Article  V,  Section  5.3  (Appointments)  and  5.5 
(Rejection  of  Nominating  Committee  Nominee). 

The  proposed  FINRA  Regulation  By-I.aws 
would  continue  to  allow  the  Nominating  Committee 
to  propose  two  or  more  candidates  for  a  single  open 
small,  mid-size,  or  large  firm  NAC  seat.  See 
proposed  FINRA  Regulation  By-Laws,  Article  VI, 
Section  6.5  (Notice  of  Contested  Nomination).  In 
such  a  case,  there  would  be  a  contested  election. 

The  proposed  rule  change  would  clarify  that  only 
when  the  Nominating  Committee  nominates  two  or 
more  candidates  for  the  same  open  seat  would  the 
Nominating  Committee  trigger  a  contested  election. 


modification  would  specify  the  narrow 
circumstances  under  which  the 
Nominating  Committee  may  support  its 
candidate  by  sending  a  maximum  of  two 
mailings  in  support  of  its  nominee.23 
The  proposal  clarifies  that  this  limited 
support  is  available  during  contested 
NAC  elections  by  referring  to  support 
allowed  “under  these  By-Laws,”  which 
includes  the  support  allowed  under 
Article  IV,  Section  4. 16. 24 

The  proposed  rule  change  would 
designate  the  Secretary  of  FINRA, 
instead  of  the  FINRA  Regulation 
Secretary,  as  the  person  who  would: 
send  notice  to  FINRA  members 
announcing  a  contested  NAC  election; 
assist  in  preparing  ballots:  prepare  a  list 
of  FINRA  members  eligible  to  vote: 
arrange  for  the  location  for  coimting  of 
ballots  by  an  independent  agent;  resolve 
ballots  that  were  set  aside,  if  necessary: 
extend  a  time  period  regarding  elections 
for  good  cause;  and  perform  similar 

duties.25 

2.  Other  Changes 

FINRA  proposes  to  allow  the  NAC  to 
continue  to  function  while  a  vacancy  is 
being  filled.  More  specifically,  the  By- 
Laws  would  be  changed  to  provide  that 
a  vacancy  on  the  NAC  lasting  six 
months  or  less  does  not  result  in  a 
violation  of  the  compositional 
requirements  of  the  NAC. 

FINRA  proposes  to  amend  provisions 
of  the  By-Laws  governing  resignation, 
removal,  appointment,  and 
disqualification  of  NAC  members  and 
the  NAC’s  authority  to  act  on  FINRA’s 
behalf  to  designate  the  FINRA  Board  as 
the  body  authorized  to  oversee  the 
NAC.26  Under  the  proposal,  the  FINRA 
Board  would  have  authority  to  remove 
all  NAC  members  (for  refusal,  failure, 
neglect,  or  inability  to  discharge  duties), 
accept  their  resignations,  appoint  them, 
and  declare  them  disqualified. 

The  proposed  rule  change  would 
eliminate  the  By-Laws  provision  that 
requires  the  Chair  of  the  NAC  to  serve 
as  a  Director  of  the  FINRA  Regulation 
Board  for  a  one-year  term. 


23  See  proposed  FINRA  Regulation  By-Laws, 
Article  IV,  Section  4.16(b)  (Communication  of 
Views  Regarding  Contested  Election  or 
Nomination).  Section  4.16(b)  would  also  mirror  the 
language  of  the  FINRA  By-Law  provision  that 
allows,  in  contested  elections,  the  appropriate 
FINRA  committee  to  communicate  a  responsive 
message  in  reply  to  an  additional  candidate’s 
communication.  See  FINRA  By-Laws.  Article  VII, 
Section  11(b)  (Communication  of  Views). 

2*  See  proposed  FINRA  Regulation  By-Laws, 
Article  V'l,  Section  6.6  (Administrative  Support). 

3*  See  proposed  FINRA  Regulation  By-Laws, 
Article  VI,  Sections  6.5,  6.7,  6.8,  6.10,  6.11,  6.13, 
and  6.14. 

26  See  current  FINRA  Regulation  By-Laws,  Article 
V,  Sections  5.1  (Appointment  and  Authority),  and 
proposed  Sections  5. 7-5.9. 


The  proposed  rule  change  would 
modify  the  By-Laws’  definition  of 
“Industry  Member”  by  limiting  the 
look-back  test  that  measures  whether  a 
NAC  or  committee  member  is 
considered  “industry.”  Currently,  a 
person  who  has  served  as  an  officer, 
director,  or  employee  of  a  broker  or 
dealer,  within  the  past  three  years  is 
considered  to  be  “industry.”  The 
proposal  would  shorten  that  period  to 
one  year. 

The  proposal  also  would  add  the  term 
“independent  director”  to  the  portion  of 
the  definition  of  “Industry  Member” 
that  excludes  outside  directors  of  a 
broker  or  dealer.  According  to  FINRA, 
“independent  director”  is  synonymous 
with  outside  director,  but  would  be 
added  to  the  exclusionary  clause  of  the 
definition  to  harmonize  the  FINRA 
Regulation  By-Laws  with  the  FINRA  By- 
Laws’  use  of  the  term  “independent 
director”  when  defining  an  Industry 
Governor.  In  addition,  the  definitions  of 
“Public  Director”  and  “Public 
Member,”  which  refer  to  NAC  or 
committee  members,  would  be  modified 
to  clarify  that,  for  example,  a  Public 
Director’s  service  on  FINRA 
Regulation’s  Board  or  a  Public  Member’s 
service  on  the  NAC  does  not  disqualify 
that  person  from  satisfying  the 
definition  of  Public  Director  or  Public 

Member.22 

Finally,  the  proposed  rule  change 
would  make  certain  non-substantive 
changes  to  several  articles  of  the  FINRA 
Regulation  By-Laws  as  follows: 

•  “The  NASD”  or  “NASD”  is  to  be 
replaced  with  “FINRA”  or  “the 
Corporation;” 

•  “NASD  Regulation”  is  to  be 
changed  to  “FINRA  Regulation;” 

•  “The  Rules  of  the  Association”  is  to 
be  replaced  with  “the  Rules  of  the 
Corporation;”  and 

•  “National  Nominating  Committee” 
is  to  be  replaced  with  “Nominating 
Committee.” 

II.  Discussion  and  Commission’s 
Findings 

After  careful  review,  including 
consideration  of  the  comment  letter 
received  28  and  FINRA’s  response 
thereto,28  the  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Act  and  the 
rules  and  regulations  thereunder 
applicable  to  a  national  securities 


32  See  proposed  FINRA  Regulation  By-Laws. 
Article  I(hh)  and  (ii). 

26  See  supra  note  4. 

29  See  letter  from  Carla  Carloni,  Associate  Vice 
President,  FINRA,  to  Florence  E.  Harmon.  Acting 
Secretary,  Commission,  dated  October  22,  2008,  at 
1  (“FINRA  Response  Letter”). 
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association.^®  In  particular,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  Section 
15A(b)(4)  of  the  Act,3i  which  requires 
that  FINRA  rules  are  designed  to  assure 
a  fair  representation  of  FINRA’s 
members  in  the  administration  of  its 
affairs.  Additionally,  the  Commission 
finds  that  the  proposed  rule  change  is 
consistent  with  Section  15A(b)(6)  of  the 
Act,32  which  requires,  among  other 
things,  that  FINRA  rules  must  be 
designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  and.  in  general,  to  protect 
investors  and  the  public  interest. 

A.  Changes  to  the  NAC 
1.  Composition 

FINRA  proposes  that  the  restructured 
NAC  consist  of  14  members,  including 
seven  industry  members,  tw'o  of  whom 
will  be  “at  large”  and  five  of  whom  will 
be  designated  specifically  as 
representatives  of  large  firms,  mid-size 
firms,  and  small  firms,  and  seven  non- 
industrv  members,  three  of  whom  are 
public.33  As  noted  above,  the 
Commission  received  one  letter 
regarding  this  proposal. The 
commenter  lexpressed  support  for  the 
proposal,  although  he  noted  a  concern 
that  NAC  members  no  longer  would  be 
required  to  come  from  different 
geographic  regions  of  the  country.  In 
response.  FINRA  stated  that  it  will 
“remain  sensitive”  to  the  commenter’s 
concern.^5  FINRA  also  pointed  out  that, 
under  the  proposed  nomination  process, 
which  is  discussed  further  below,  the 
District  Nominating  Committees,  which 
currently  select  the  five  industry 
members  on  the  NAC  that  come  from 
the  five  geographic  regions,  are 
permitted  to  recommend  candidates  to 
the  Nominating  Committee. 

The  Commission  finds  that  the 
proposed  composition  of  the  NAC 
satisfies  the  fair  representation 
requirement  of  Section  15A(bK4)  of  the 
Act  because  five  of  the  14  NAC 
members  will  be  industry  members, 
elected  by  member  firms  of  similar 
size. 36  The  proposed  rule  change  aligns 
the  representation  of  industry  members 

^  In  approving  this  proposed  rule  change,  the 
Commission  notes  that  it  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  See  15  U.S.C.  78c(f). 

3M5U.S.C.  73o-3(b)(4!. 

3M5  U.S.C.  78o-3(b)(6). 

A  public  member  of  the  NAC  has  no  material 
business  relationship  with  a  broker  or  dealer  or  a 
self-regulatory  organization  registered  under  the 
Act. 

See  supra  note  4. 

See  FINRA  Response  Letter,  supra  note  29. 

See  infra  note  43  and  accompanying  text. 


on  the  NAC  to  follow  more  closely  the 
industry  representation  of  the  FINRA 
Board.  Previously,  the  Commission 
found  that  the  composition  of  the 
FINRA  Board  satisfies  the  fair 
representation  requirement  of  Section 
15A(b){4)  of  the  Act.^^ 

2.  Nomination  and  Election 

FINRA  propo.ses  that  the  Nominating 
Committee  identify  and  solicit 
candidates  for  all  NAC  seats,  including 
the  five  industry-member  positions  that 
are  based  on  firm  size.  The  Nominating 
Committee  would  be  free  to  consult 
with  and  receive  recommendations  for 
industry  NAC  members  from  other 
FINRA  committees,  including  the 
District  Nominating  Committees,  before 
submitting  nominees  to  the  FINRA 
Board. 

Under  the  proposed  rule  change. 
Additional  Candidates  would  be:  (a) 
Permitted  to  petition  for  consideration 
as  Small,  Mid-Size,  or  Large  Firm  NAC 
Members,  based  on  the  size  of  the  firm 
with  which  they  are  registered;  and  (b) 
able  to  qualify  for  a  contested  election 
by  gathering  petitions  from  three 
percent  of  the  firms  in  their  size 
category.  In  the  event  of  a  contested 
election,  FINRA  members  would  have 
an  opportunity  to  vote  for  a  NAC 
candidate  based  on  firm  size.3« 
Specifically,  small,  mid-size,  or  large 
firms  would  vote  for  NAC  candidates 
only  if  the  contested  election  was  for  a 
NAC  seat  designated  for  a  firm  of 
corresponding  size. 

The  proposed  rule  change  authorizes 
the  FINRA  Secretary  to  collect 
information  from  candidates  to 
determine  that  the  nominee  or 
Additional  Candidate,  as  applicable, 
satisfies  the  definition  of  an  Industry, 
Small  Firm,  Mid-Sized  Firm,  Large 
Firm,  Non-Industry,  or  Public  Member 
of  the  NAC.3®  The  proposed  rule  change 
also  ensures  that  the  winner  of  a 
contested  election  would  serve  on  the 
NAC.  While  all  NAC  members  would 
continue  to  be  recommended  initially 
by  the  Nominating  Committee  and 
appointed  by  the  FINRA  Board,**®  the 
candidate  who  receives  the  most  votes 
in  any  contested  election  for  a  Small, 
Mid-Size,  or  Large  Firm  NAC  Member 

See  Securitie.s  Exchange  Act  Release  No.  58145. 
supra  note  5,  72  FR  at  42182. 

See  propo.sed  FINRA  Regulation  By-Laws, 
Article  VI,  Section  6.3  (Li.st  of  FINRA  Members 
Eligible  to  Vote)  and  Article  VI,  .Section  6.7 
(Ballots). 

’■'.See  proposed  FINRA  Regulation  By-Laws. 
Article  V.  Section  5.4  (Nomination  Process). 

<°The  seven  non-industry  members  and  two  at- 
large  industry  members  would  continue  to  follow 
the  nomination  and  Board  appointment  process 
currently  employed  for  non-industry  and  at-large 
industry  NAC  members. 


seat  would  be  required  under  the  FINRA 
Regulation  By-Laws  to  be  appointed  to 
the  NAC.***  biNRA  does  not  propose  to 
change  the  NAC  selection  process  if  no 
Additional  Candidates  reach  the 
threshold  to  qualify  for  a  contested 
election.  When  there  are  no  additional 
candidates,  the  industry  NAC  members 
selected  by  the  Nominating  Committee 
would  not  have  a  contested  election  and 
would  be  recommended  for 
appointment  to  the  NAC.**^ 

The  Commission  finds  that  the 
proposed  petition  process,  coupled  with 
the  proposed  By-Law  provisions  on  the 
NAC’s  composition,  also  are  consistent 
with  the  fair  representation  requirement 
of  Section  15A(b){4)  of  the  Act.  As  noted 
above,  the  Commission  previously 
approved  a  proposed  rule  change 
relating  to  the  composition  of  the 
FINRA  Board  that  similarly  provided 
firms  with  the  right  to  petition  for  and 
vote  on  FINRA  Board  candidates 
industry  members,  according  to  firm 
size.'*3  The  Commission  also  notes  that 
FINRA’s  proposal  to  permit  Additional 
Candidates  to  qualify  for  a  contested 
election  by  gathering  petitions  from 
three  percent  of  the  firms  in  their  size 
category  (or  ten  percent  in  the  case  of 
petitions  in  support  of  more  than  one 
person)  is  lower  than  the  ten  percent 
threshold  that  has  been  in  place  under 
the  By-Laws  to  qualify  a  FINRA  member 
as  an  Additional  Candidate  for  a 
regional  NAC  seat.**"* 

In  addition,  FINRA  proposes  to:  (a) 
The  narrow  circumstances  under  which 
the  Nominating  Committee  may  support 
its  candidate  by  sending  a  maximum  of 
two  mailings  in  support  of  its  nominee; 
and  (b)  assign  to  the  Secretary  of  FINRA 
the  duties  of  sending  notice  to  FINRA 
members  announcing  a  contested  NAC 
election.  assi.sting  in  preparing  ballots; 
preparing  a  list  of  FINRA  members 
eligible  to  vote,  arranging  for  the 
location  for  counting  of  ballots  by  an 
independent  agent;  resolving  ballots 
that  were  set  aside,  as  necessary, 

■“  See  proposed  FINRA  Regulation  By-Laws, 
Article  V.  Section  5.3  (Appointments)  and  5.5 
(Rejection  of  Nominating  Committee  Nominee). 

The  proposed  FINR,\  Regulation  By-Laws 
would  continue  to  allow  the  Nominating  Committee 
to  propose  two  or  more  candidates  for  a  single  open 
small,  mid-size,  or  large  firm  NAC  seat.  See 
proposed  FINRA  Regulation  By-Laws.  .Article  VI. 
Section  6.5  (Notice  of  Cxjntested  Nomination).  In 
such  a  case,  there  would  be  a  contested  election. 

The  proposed  rule  change  would  clarify  that  only 
when  the  Nominating  Cxjmmittee  nominates  two  or 
more  candidates  for  the  same  open  seat  would  the 
Nominating  Committee  trigger  a  conte.sted  election. 

*■>  See  supra  note  37. 

■*’  Compare  current  FINRA  Regulation  By-Laws. 
.Article  VI,  Section  6.15  (Reriuirement  for  Petition 
Supporting  Additional  Candidate)  vv/t/i  proposed 
FINRA  Regulation  By-l.aws.  Article  VI.  Section  6.2 
(Designation  of  Additional  Candidates). 
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extending  a  time  period  regarding 
elections  for  good  cause,  and  similar 
duties.  The  Commission  finds  that  these 
proposals  are  consistent  with  Section 
15A(h)(6)  of  the  Act,'*^  which  requires, 
among  other  things,  that  FINRA  rules 
must  be  designed  to  prevent  fraudulent 
and  manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  and,  in  general,  to  protect 
investors  and  the  public  interest. 

3.  Other  Changes 

FINRA  proposes  to  allow  NACto 
continue  to  function  for  a  period  of  6 
months  or  less  while  a  vacancy  is  being 
filled. 

FINRA  proposes  to  broaden  the 
FINRA  Board’s  oversight  authority  over 
the  NAC.'*®  The  proposed  rule  change 
grants  the  FINRA  Board  authority  to 
remove  all  NAC  members  (for  refusal, 
failure,  neglect,  or  inability  to  discharge 
duties),  accept  their  resignations, 
appoint  them,  and  declare  them 
disqualified.  FINRA  believes  that  this 
change  will  benefit  the  appellate  portion 
of  the  disciplinary  process.**^ 

The  proposed  rule  change  eliminates 
the  reference  to  the  Chair  of  the  NAC 
serving  as  a  Director  of  the  FINRA 
Regulation  Board  for  a  one-year  term. 
FINRA  explains  that  this  provision  is 
obsolete  because  the  NAC  Chair  is  no 
longer  an  automatic  member  of  the 
FINRA  Regulation  Board. 

FINRA  proposes  to  narrow  the  pool  of 
people  qualified  to  be  an  “Industry 
Member,”  requiring  that  a  person  who 
has  served  as  an  officer,  director,  or 
employee  of  a  broker  or  dealer,  within 
the  past  year  (instead  of  three  years)  is 
considered  to  be  “industry.”  The 
proposed  change  is  consistent  with  the 
definitions  of  “Industry  Governor”  and 
“Industry  committee  member”  in  the 
FINRA  By-Laws.'*® 

The  proposal  also  adds  the  term 
“independent  director”  to  the  portion  of 
the  definition  of  “Industry  Member” 
that  excludes  outside  directors  of  a 
broker  or  dealer.  FINRA  states  that  the 
goal  of  this  proposal  is  to  harmonize  use 
of  the  term  “independent  director” 
when  defining  an  Industry  Governor  in 
the  FINRA  Regulation  By-Laws  a»jd  the 
FINRA  By-Laws. 

In  addition,  FINRA  would  modify  the 
qualifications  for  “Public  Director”  and 
“Public  Member.”  Currently,  only 
someone  with  no  material  business 


1 5  U.S.C.  78o-3(b)(6). 

■‘•'The  authority  of  the  FINRA  Board  to  e.stahlish 
disciplinary  procedures,  impose  sanctions,  and 
review  disciplinary  decisions  of  the  NAC  are 
discussed  in  the  Notice.  See  Notice,  supra  note  3. 
73  FR  at  56875. 

See  id. 

See  FINRA  By-Laws,  Article  I(t). 


relationship  with  a  broker,  dealer,  or  the 
NASD,  NASD  Regulation,  or  a  market 
for  which  NASD  provides  regulation  is 
eligible  for  those  positions. 
Alternatively,  FINRA  proposes  to 
require  that  Public  Directors  and  Public 
Members  have  no  material  business 
relationship  with  a  broker,  dealer,  or  a 
self  regulatory  organization  registered 
under  the  Act  (“SRO”),  provided  that 
service  as  a  public  director  of  an  SRO 
or  as  a  public  member  on  an  SRO 
committee  is  not  disqualifying. 

Finally,  FINRA  proposes  to  make  the 
following  non-substantive  replacements 
in  the  FINRA  Regulation  By-Laws: 

•  Substitute  “the  NASD”  or  “NASD” 
with  “FINRA”  or  “the  Corporation;” 

•  Substitute  “NASD  Regulation”  with 
“FINRA  Regulation;” 

•  Substitute  “the  Rules  of  the 
Association”  with  “the  Rules  of  the 
Corporation;”  and 

•  Substitute  “National  Nominating 
Committee”  with  “Nominating 
Committee.” 

The  Commission  finds  that  these 
proposed  changes  are  consistent  with 
Section  15A(b)(6)  of  the  Act,"*®  which 
requires,  among  other  things,  that 
FINRA  rules  must  be  designed  to  , 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  and,  in 
general,  to  protect  investors  and  the 
public  interest. 

III.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,®°  that  the 
proposed  rule  change  (SR-FINRA- 
2008-046)  be,  and  it  hereby  is, 
approved. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  lo  delegated 
authority.®* 

Florence  E.  Harmon, 

Acting  Secretary^. 

(FR  Doc.  E8-27249  Filed  11-17-08:  8:45  ami 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58929;  File  No.  SR-Phlx- 
2008-75} 

Self-Regulatory  Organizations;  Notice 
of  Filing  and  immediate  Effectiveness 
of  Proposed  Rule  Change  by  the 
NASDAQ  OMX  PHLX,  Inc.  Relating  to 
the  Definition  of  “Market  for  the 
Underlying  Security” 

November  12,  2008. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  *,  and  Rule  19b— 4  ^  thereunder, 
notice  is  hereby  given  that  on  November 
3,  2008,  the  NASDAQ  OMX  PHLX,  Inc. 
(“Phlx”  or  “Exchange”)  filed  with  the 
Securities  and  Exchange  Commission 
(“SEC”  or  “Commission”)  the  proposed 
rule  change  as  described  in  Items  I  and 
II  below,  which  Items  have  been 
prepared  by  the  Exchange.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange,  pursuant  to  Section 
19(b)(1)  of  the  Act  ^  and  Rule  19b-4 
thereunder,**  proposes  to  amend 
Exchange  Rule  1017,  Openings  in 
Options,  to  replace  references  to  the 
“primary  market”  in  respect  of  an 
underlying  security  with  references  to 
the  “market  for  the  underlying 
security.” 

The  text  of  the  proposed  rule  change 
is  available  on  the  Exchange’s  Web  site 
at  http://w\\'W'. phIx.com/regulatory/ 
reg_ru  lefi lings,  aspx. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 


'  15  U.S.C.  78s(b)(l). 
2  17  CFR  240. 19b-^. 
*15  U.S.C.  78s(b)(l). 
■‘17  CFR  240.19b-4. 
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A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  purpose  of  the  proposed  rule 
change  is  to  clarify  the  circumstances 
under  which  the  Exchange’s  electronic 
trading  platform  for  options,  Phlx  XL,^ 
would  initiate  an  automated  opening  in 
a  particular  option  series  upon  receipt 
of  the  opening  trade  or  quote  in  the 
primary  market  for  the  underlying 
security,  by  more  specifically  defining 
“primary  market”  in  the  Exchange’s 
rules-. 

Current  Detinition  of  “Primary  Market” 

Currently,  Exchange  Rule  100(b)31 
defines  the  term  “primary  market”  in 
respect  of  an  underlying  stock  or 
Exchange-Traded  Fund  Share  as  the 
principal  market  in  which  the 
underlying  stock  or  Exchange-Traded 
Fund  Share  is  traded. 

The  Exchange  believes  that  the 
current  definition  of  “primary  market” 
in  respect  of  an  underlying  security  is 
not  sufficiently  specific  to  capture  the 
various  marketplaces  that  might  be 
determined  to  be  the  “primary  market” 
for  such  underlying  security.  Because 
underlying  securities  trade  on  multiple 
exchange  platforms  and  various 
Electronic  Commerce  Networks 
(“ECNs”)  and  other  venues,  the  term 
“primary  market”  has  become 
increasingly  difficult  to  define  in 
determining  the  principal  market  in 
which  the  underlying  stock  or 
Exchange-Traded  Fund  Share  is  traded. 
In  order  to  account  for  this  respecting 
openings  in  options,  the  Exchange 
intends  to  code  its  automated  opening 
system  to  open  trading  in  options  upon 
receipt  of  an  opening  price  on  the 
“market  for  the  underlying  security,”  as 
defined  more  specifically  below. 

Market  for  the  Underlying  Security 

The  Exchange  proposes  to  amend 
Exchange  Rule  1017  by  eliminating  the 
requirement  that  the  Phlx  XL  automated 
opening  system  must  receive  an  opening 
price  in  the  “primary”  market  for  the 
underlying  security  in  order  to  open 
trading  in  the  overlying  options,  and 
accordingly,  to  adopt  a  definition  of 
“market  for  the  underlying  security”  in 
proposed  Rule  101 7(k).  Under  the 
proposal,  the  term  “market  for  the 
underlying  security”  would  mean  either 
the  primary  listing  market,  the  primary 
volume  market  (defined  as  the  market 


®See  Securities  Exchange  Act  Release  No.  50100 
duly  27.  2004),  69  FR  44612  (August  3,  2004)  (SR- 
Phlx-2003-59). 


with  the  most  liquidity  in  that 
underlying  security  for  the  previous  two 
calendar  months),  or  the  first  market  to 
open  the  underlying  security,  as 
determined  by  the  Exchange  on  an 
issue-by-issue  basis  and  communicated 
to  members  on  the  Exchange’s  Web  site. 

Openings  in  Options 

The  Exchange  believes  that  this 
proposed  definition  should  more 
accurately  capture  the  manner  in  which 
the  Phlx  XL  system  determines  to  open 
a  particular  option  series  based  on  the 
opening  trade  or  quote  on  the  primary 
market  in  the  underlying  security. 

Exchange  Rule  1017,  Openings  in. 
Options,  currently  lists  various 
scenarios  that  take  place  when  a  quote 
or  trade  has  been  disseminated  by  the 
primary  market  for  the  underlying 
security.  For  example,  respecting  the 
pre-opening  phase  of  the  Phlx  XL 
automated  opening  system.  Rule  1017(b) 
states  that  the  system  will  calculate  an 
Anticipated  Opening  Price  (“AOP”)  and 
Anticipated  Opening  Size  (“AOS”)  in 
equity  options  when  a  quote  or  trade 
has  been  disseminated  by  the  primary 
market  for  the  underlying  security.** 
Other  sections  of  Rule  1017  require  an 
opening  quote  or  trade  in  the  “primary 
market”  for  the  underlying  security  in 
order  to  open,  and  base  the  timing  of  the 
opening  on  the  dissemination  of  such  a 
quote  or  trade  by  the  primary  market  for 
the  underlying  security.^ 

The  Exchange  has  experienced 
situations  where  the  “primary  market” 
for  the  underlying  security  in  a 
particular  series  has  been  delayed  in 
disseminating  an  opening  quote  or  trade 
when  other  markets  for  the  underlying 
security  for  the  series  have  already 
disseminated  an  opening  quote  or  trade 
in  such  underlying  security.  If  the 
Exchange  were  to  limit  its  definition  of 
“primary  market”  for  the  underlying 


The  rule  goes  on  to  .state  generally  that  an  AOP 
can  only  be  calculated  when  either  (A)  the 
specialist's  quote  has  been  submitted:  (B)  the  quotes 
of  at  least  two  Phlx  XL  participants  have  been 
submitted  within  two  minutes  of  the  opening  trade 
or  quote  on  the  primary  market  for  the  underlying 
security  in  the  case  of  equity  options;  or  (C)  if 
neither  the  specialist's  ((uote  nor  the  quotes  of  two 
Phlx  XL  participants  have  been  submitted  within 
two  minutes  of  the  o|)ening  trade  or  quote  on  the 
primary  market  for  the  underlying  security  in  the 
case  of  equity  options,  one  Phlx  XL  participant  has 
submitted  their  quote. 

^Rule  1017(b)(iii)  provides  that  the  system  will 
open  the  series  for  trading  within  a  time  period  not 
to  exceed  5  seconds  (as  determined  by  the  Exchange 
and  dis.seminated  to  membership  via  Exchange 
circular)  following:  (A)  respecting  equity  options, 
the  di.s.semination  of  an  opening  quote  or  trade  in 
the  primary  market  for  the  underlying  security:  or 
(B)  respecting  index  options,  following  the 
dissemination  of  a  quote,  or  trade  by  the  primary 
markets  for  underlying  .securities  constituting  100% 
of  the  index  value. 


security  to  mean  the  “principal  market 
in  which  the  underlying  stock  or 
Exchange-Traded  Fund  Share  is 
traded,”  it  would  risk  the  possibility 
that  other  options  markets  with  more 
specific  definitions  of  the  market  in  the 
underlying  security  whose  opening 
quote  or  trade  would  initiate  an 
automated  opening**  could  open  the 
particular  .series,  while  the  Exchange 
could  not.  This  would  place  (and  has 
placed)  the  Exchange  and  its  market 
participants  at  a  distinct  competitive 
disadvantage  concerning  openings  in 
options,  because  market  prices  for 
options  trading  on  other  options 
exchanges  would  be  established  through 
free  trading  while  the  Exchange 
establishes  its  options  pricing  on  the 
“primary  market”  for  the  underlying 
security,  which  may  not  yet  be  open  for 
the  affected  series.  Exchange 
participants  could  thus  open  an  option 
series  at  an  opening  price  that  is  inferior 
to  the  price  established  in  free  trade  on 
away  markets. 

The  Exchange  believes  that  the 
elimination  of  the  term  “primary 
market”  from  the  rule,  together  with  the 
proposed  definition  of  “market  for  the 
underlying  security,”  should  capture 
the  manner  in  which  the  Phlx  XL 
.system  will  evaluate  underlying  prices, 
thus  preserving  the  Exchange’s  ability  to 
compete  with  other  options  exchanges 
respecting  openings. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  Section  6(b) 
of  the  Act'-*  in  general,  and  furthers  the 
objectives  of  Section  6(b)(5)  of  the  Act*** 
in  particular,  in  that  it  is  designed  to 
promote  just  and  equitable  principles  of 
trade,  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
sy.stem,  and,  in  general  to  protect 
investors  and  the  public  interest,  by 
adopting  a  definition  of  “market  for  the 
underlying  .security,”  thus  ensuring  that 


“For  example,  Chicago  Board  Options  Exchange 
Rule  6.2B,  oil  which  the  instant  proposal  is  based, 
states,  "HJInless  unusual  circumstances  exists  (sic), 
at  a  randomly  selected  time  within  a  number  of 
seconds  after  the  opening  trade  and/or  the  opening 
quote  is  disseminated  in  the  market  for  the 
underlying  security  (or  after  8:30  a.m.  for  index 
options),  the  System  initiates  the  opening  rotation 
procedure  and  sends  a  notice  (“Rotation  Notice")  to 
market  participants.  For  purposes  of  this  paragraph, 
the  “market  for  the  underlying  security”  shall  be 
either  the  primary  li.sting  market,  the  primary- 
volume  market  (defined  as  the  market  with  the  most 
liquidity  in  that  underlying  .security  for  the 
previous  two  calendar  months),  or  the  first  market 
to  open  the  underlying  security,  as  determined  by 
the  Exchange  on  a  class-by-class  basis  and 
announced  to  the  membership  via  Regulatory 
Circular.” 

«15  II.S.C.  78f(b). 

'“15  U.S.C.  78f(b)(5). 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


68473 


the  Exchange  is  on  an  even  playing  field 
with  competing  options  exchanges 
concerning  openings. 

The  Exchange  believes  that  the 
proposed  definition  of  “market  for  the 
underlying  security”  should  enable 
Exchange  options  participants  to  price 
options  promptly  and  accurately  at  the 
opening  of  trading,  resulting  in 
narrower  spreads  and  deeper  markets  on 
the  Exchange. 

The  Exchange  further  believes  that  the 
proposed  rule  change  will  provide  it 
with  more  flexibility  to  determine  when 
to  permit  the  Phlx  XL  automated 
opening  system  to  begin,  which  should 
contribute  to  the  Exchange’s  ability  to 
conduct  openings  in  a  fairly  and  orderly 
manner. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  either 
solicited  or  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  proposed  rule  change  is  being 
designated  by  the  Exchange  as  a  “non- 
controversial”  rule  pursuant  to  Section 
19(b)(3)(A)  of  the  Act  and 
subparagraph  (f)(6)  of  Rule  19b— 4 
thereunder,^2  because  the  proposed  rule 
change;  (1)  Does  not  significantly  affect 
the  protection  of  investors  or  the  public 
interest;  (2)  does  not  impose  any 
significant  burden  on  competition;  and 
(3)  does  not  become  operative  for  30 
days  from  the  date  on  which  it  was 
filed,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  provided  that  the 
Exchange  has  given  the  Commission 
written  notice  of  its  intent  to  file  the 
proposed  rule  change  at  least  five 
business  days  prior  to  the  filing  of  the 
proposed  rule  change.^3 

A  proposed  rule  change  filed  under 
Rule  19b-4(f)(6)  normally  does  not 

>>15U.S.C.  78s(b){3)(A). 

.  '2  17CFR24O.19b-4(0(6). 

**As  required  under  Rule  19b— 4(f)(6)(iii),  the 
Exchange  has  provided  the  Commission  with 
written  notice  of  its  intent  to  file  the  proposed  rule 
change  at  least  five  business  days  prior  to  the  filing 
of  the  proposed  rule  change. 

X  17  CFR  240.19b-4(f)(6). 


become  operative  for  30  days  after  the 
date  of  filing.  However,  Rule  19b- 
4(f)(6)(iii)  ^5  permits  the  Commission  to 
designate  a  shorter  time  if  such  action 
is  consistent  with  the  protection  of 
investors  and  the  public  interest.  The 
Exchange  requests  that  the  Commission 
waive  the  30-day  operative  delay.  The 
Commission  believes  that  waiving  the 
30-day  operative  delay  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  The  proposed  rule 
change  is  based  on  the  rules  of  another 
self-regulatory  organization,^®  and  this 
proposal  does  not  raise  any  novel 
issues.  In  addition,  the  Exchange  states 
that  it  is  being  placed  at  a  competitive 
disadvantage  because  other  exchanges 
are  able  to  open  trading  in  an  options 
series  at  times  when  the  Exchange 
cannot.  Allowing  the  proposed  rule 
change  to  become  operative  on  filing 
will  ensure  that  the  Exchange  is  on  an 
even  playing  field  with  competing 
options  exchanges  concerning  openings. 
For  these  reasons,  the  Commission 
designates  the  proposed  rule  change  as 
operative  upon  filing. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-Phlx-2008-75  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE., 
Washington,*DC  20549-1090. 

*5  17  CFR  240.19b-^(f)(6)(iii). 

See  Securities  Exchange  Act  Release  No.  56600 
(October  2,  2007),  72  FR  57619  (October  10,  2007) 
(SR-CBOE-2007-88). 

’'For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  also 
considered  the  proposed  rule’s  effect  on  efficiency, 
competition,  and  capital  formation.  See  15  U.S.C. 
78c(f). 


All  submissions  should  refer  to  File 
Number  SR-Phlx-2008-75.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml].  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  the  filing  will  also  be  available 
for  inspection  and  copying  at  the 
principal  office  of  the  self-regulatory 
organization.  All  comments  received 
will  be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-Phlx- 
2008-75  and  should  be  submitted  on  or 
before  December  9,  2008. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.’® 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27282  Filed  11-17-08;  8:45  am] 
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>«  17  CFR  200.36-3(a)(12). 

>  15  U.S.C.  78s(b)(l). 


68474 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Notices 


(“Act”),2  and  Rule  19b-4  thereunder,^ 
notice  is  hereby  given  that  on  October 
30,  2008,  The  NASDAQ  Stock  Market 
LIjC  (“Nasdaq”)  filed  with  the  Securities 
and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been 
substantially  prepared  by  Nasdaq. 
Nasdaq  has  designated  the  proposed 
rule  change  as  effecting  a  change 
described  under  Rule  19b-4(f)(6)  under 
the  Act,^  which  renders  the  proposal 
effective  upon  filing  with  the 
Commission.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
firom  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  the  Substance 
of  the  Proposed  Rule  Change 

Nasdaq  proposes  to  modify  the 
procedures  applicable  to  listed 
companies  that  are  late  in  filing  a 
required  periodic  report  with  the 
Commission. 

The  text  of  the  proposed  rule  change 
is  below.  Proposed  new  language  is  in 
italics;  proposed  deletions  are  in 
brackets.^ 

4802.  Purpose  and  General  Provisions 

(a)  No  change. 

[h]  (1)  An  issuer  may  file  a  written 
request  for  an  exception  to  any  of  the 
standards  set  forth  in  the  Rule  4000 
Series  at  any  time  during  the  pendency 
of  a  proceeding  under  the  Rule  4800 
Series. 

(2)(A)  Subject  to  the  limitation  in 
subparagraph  (B),  below,  a  [A]  Listing 
Qualifications  Panel  may  grant 
exceptions  for  a  period  not  to  exceed 
180  days  from  the  date  of  the  Staff 
Determination  with  respect  to  the 
deficiency  for  which  the  exception  is 
granted,  and  the  Listing  Council  may 
grant  exceptions  for  a  period  not  to 
exceed  360  days  from  the  date  of  the 
Staff  Determination  with  respect  to  the 
deficiency  for  which  the  exception  is 
granted,  in  each  case  where  it  deems 
appropriate. 

(B)  In  the  case  of  a  company  that  fails 
to  file  a  periodic  report  (e.g.,  Form 
10-K,  10-Q,  20-F.  40-F,  or  N-CSB), 
neither  a  Listing  Qualifications  Panel 
nor  the  Listing  Council  may  grant  an 
exception  for  a  period  to  exceed  360 
days  from  the  due  date  of  the  first  such 
late  periodic  report.  The  company  can 
regain  compliance  with  the  requirement 


2  15  U.S.C.  78a. 

2  17CFR240.19b--l. 

“  17  CFR  240.19b-4(f)(6). 

5  Changes  are  marked  to  the  rule  text  that  appears 
in  the  electronic  manual  of  Nasdaq  found  at 
http:/ Ijiasdaqomx.cchwallstreet.com. 


by  filing  that  periodic  report  and  any 
other  delinquent  reports  with  due  dates 
falling  before  the  end  of  the  exception 
period.  In  determining  whether  to  grant 
an  exception,  and  the  length  of  any  such 
exception,  the  Panel  and  Listing  Council 
will  consider  the  company’s  specific 
circumstances,  including  the  likelihood 
that  the  filing  can  be  made  within  the 
exception  period,  the  company’s  past 
compliance  history,  the  reasons  for  the 
late  filing,  corporate  events  that  may 
occur  within  the  exception  period,  the 
company’s  general  financial  status,  and 
the  company’s  disclosures  to  the 
market.  This  review  will  be  based  on 
information  provided  by  a  variety  of 
sources,  which  may  include  the 
company,  its  audit  committee,  its 
outside  auditors,  the  staff  of  the  SEC 
and  any  other  regulatory  body. 

(c)-(r)  No  change. 

4803.  Staff  Review  of  Deficiency 

(a)  Whenever  staff  of  the  Listing 
Department  determines  that  an  issuer 
does  not  meet  a  listing  standard  set  forth 
in  the  Rule  4000  Series,  staff  shall 
immediately  notify  the  issuer.  The 
issuer  shall  make  a  public 
announcement  through  the  news  media 
disclosing  the  receipt  of  this  notice, 
including  the  Rule(s)  upon  which  it  was 
based.  Prior  to  the  release  of  the  public 
announcement,  the  issuer  shall  provide 
such  disclosure  to  Nasdaq’s  Market 
Watch  Department,  the  Listing 
Department,  and  the  Hearings 
Department.  The  public  announcement 
shall  be  made  as  promptly  as  possible, 
but  not  more  than  four  business  days 
following  receipt  of  the  notice  from  the 
Listing  Department. 

(1)  No  change. 

(2)  In  the  case  of  deficiencies  from  the 
standards  of  Rules  4310(c)(14)  and 
4320(e)(12),  staff’s  notice  shall  provide 
the  issuer  with  60  calendar  days  to 
submit  a  plan  to  regain  compliance  with 
the  listing  standard;  provided,  however, 
that  the  issuer  shall  not  be  provided 
with  an  opportunity  to  submit  such  a 
plan  if  review  under  the  Rule  4800 
Series  of  a  prior  Staff  Determination 
(other  than  a  Staff  Determination  that 
serves  as  a  public  reprimand  letter  as 
described  in  Section  4801  (k)(2))  with 
respect  to  the  issuer  is  already  pending. 
Staff  in  the  Listing  Department  may 
extend  this  deadline  for  up  to  an 
additional  15  calendar  days  upon  good 
cause  shown  and  may  request  such 
additional  information  from  the  issuer 
as  is  necessary  to  make  a  determination 
regarding  whether  to  grant  such  an 
extension. 

(2)-(3)  Renumbered  as  (3)  and  (4). 

(b) / 1 )  Unless  review  under  the  Rule 
4800  Series  of  a  prior  Staff 


Determination  (other  than  a  Staff 
Determination  that  serves  as  a  public 
reprimand  letter  as  described  in  Rule 
4801(k)(2))  with  respect  to  the  issuer  is 
already  pending,  the  Listing  Department 
may  grant  the  issuer  additional  time  to 
regain  compliance  with  a  listing 
standard  described  in  paragraph  (a)(1) 
and  (a)(2).  The  maximum  amount  of 
time  that  the  Listing  Department  may 
provide  is  described  in  paragraph  (b)(2), 
below.  Staff  in  the  Listing  Department 
may  request  such  additional 
information  from  the  issuer  as  is 
necessary  to  make  a  determination 
regarding  whether  to  grant  an  exception. 
[;  provided,  however,  that  the  additional 
time  provided  by  all  such  exceptions 
shall  not  exceed  105  calendar  days  from 
the  date  of  staffs  notification  pursuant 
to  paragraph  (a).]  The  Listing 
Department  shall  prepare  a  written 
record  describing  the  basis  for  granting 
any  exception,  and  shall  provide  the 
issuer  with  written  notice  as  to  the 
terms  of  the  exception.  If  the  issuer  does 
not  regain  compliance  within  the  time 
period  provided  by  all  applicable 
exceptions,  the  Listing  Department  shall 
immediately  issue  a  Staff  Determination 
pursuant  to  Rule  4804(a).  If  the  Listing 
Department  determines  not  to  grant  the 
issuer  additional  time  to  regain 
compliance,  the  Listing  Department 
shall  immediately  issue  a  Staff 
Determination  pursuant  to  Rule  4804(a) 
that  includes  a  description  of  the  basis 
for  denying  the  exception. 

(2)(A)  The  maximum  additional  time 
provided  by  all  exceptions  granted  by 
the  Listing  Department  for  a  deficiency 
described  in  Rule  4803(a)(  1 )  is  105 
calendar  days  from  the  date  of  staff’s 
notification  pursuant  to  paragraph  (a). 

(B)  The  maximum  adaitional  time 
provided  by  all  exceptions  granted  by 
the  Listing  Department  for  a  deficiency 
described  in  Rule  4803(a)(2)  is  180 
calendar  days  from  the  due  date  of  the 
first  late  periodic  report  (as  extended  by 
Rule  12b^25,  if  applicable).  In 
determining  whether  to  grant  an 
exception,  and  the  length  of  any  such 
exception,  the  Listing  Department  will 
consider,  and  the  company  should 
address  in  its  plan  of  compliance,  the 
company’s  specific  circumstances, 
including  the  likelihood  that  the  filing 
can  be  made  within  the  exception 
period,  the  company’s  past  compliance 
history,  the  reasons  for  the  late  filing, 
corporate  events  that  may  occur  within 
the  exception  period,  the  company’s 
general  financial  status,  and  the 
company’s  disclosures  to  the  market. 
This  review  will  be  based  on 
information  provided  by  a  variety  of 
sources,  which  may  include  the 
company,  its  audit  committee,  its 
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outside  auditors,  the  staff  of  the  SEC 
and  any  other  regulatory  body. 
***** 

4805.  Request  for  Hearing 

(a)  An  issuer  may,  within  seven 
calendar  days  of  the  date  of  the  Staff 
Determination,  request  either  a  written 
or  oral'hearing  to  review  the  Staff 
Determination.  Requests  for  hearings 
should  be  filed  with  the  Hearings 
Department.  Subject  to  the  limitation  in 
paragraph  (b),  a  [A]  request  for  a 
hearing  shall  stay  the  delisting  action 
pending  the  issuance  of  a  Panel 
Decision.  If  no  hearing  is  requested 
within  the  seven  calendar  day  period, 
the  right  to  request  review  is  waived, 
and  the  Staff  Determination  shall  take 
immediate  effect.  All  hearings  shall  be 
held  before  a  Listing  Qualifications 
Panel  as  described  in  Rule  4806.  All 
hearings  shall  be  scheduled,  to  the 
extent  practicable,  within  45  days  of  the 
date  that  the  request  for  hearing  is  filed, 
at  a  location  determined  by  the  Hearings 
Department.  The  Hearings  Department 
shall  make  an  acknowledgment  of  the 
issuer’s  hearing  request  stating  the  date, 
time,  and  location  of  the  hearing,  and 
the  deadline  for  written  submissions  to 
the  Listing  Qualifications  Panel.  The 
issuer  shall  be  provided  at  least  10 
calendar  days  notice  of  the  hearing 
unless  the  issuer  waives  such  notice. 

(b)  A  request  for  a  hearing  shall 
ordinarily  stay  the  delisting  action 
pending  the  issuance  of  a  Panel 
Decision.  However,  if  the  Staff 
Determination  relates  to  deficiencies 
from  the  standards  of  Rules  4310(c)(14) 
or  4320(e)(12),  which  require  an  issuer 
to  timely  file  its  periodic  reports  with 
the  Commission,  the  delisting  action 
will  only  be  stayed  for  15  calendar  days 
from  the  deadline  to  request  a  hearing 
unless  the  issuer  specifically  requests 
and  the  Panel  grants  a  further  stay.  A 
request  for  a  further  stay  must  include 
an  explanation  of  why  such  a  stay 
would  be  appropriate  and  should  be 
included  in  the  issuer’s  request  for  a 
hearing.  Based  on  that  submission  and 
any  recommendation  provided  by  staff 
of  the  Listing  Department,  the  Panel  will 
determine  whether  to  grant  the  issuer  a 
further  stay.  In  determining  whether  to 
grant  the  stay,  the  Panel  will  consider 

,  the  company’s  specific  circumstances, 
including  the  likelihood  that  the  filing 
can  be  made  within  any  exception 
period  that  could  subsequently  be 
granted,  the  company’s  past  compliance 
history,  the  reasons  for  the  late  filing, 
corporate  events  that  may  occur  within 
the  exception  period,  the  company’s 
general  financial  status,  and  the 
company’s  disclosures  to  the  market. 


The  Panel  will  notify  the  company  of  its 
conclusion  as  soon  as  is  practicable,  but 
in  no  event  more  than  15  calendar  days 
following  the  deadline  to  request  the 
hearing.  In  the  event  the  Panel 
determines  not  to  grant  the  issuer  a  stay, 
the  issuer’s  securities  will  be 
immediately  suspended  and  will  remain 
suspended  unless  the  Panel  Decision 
issued  after  the  hearing  determines  to 
reinstate  the  securities. 

(b)-(c)  Renumbered  as  (c)  and  (d). 
***** 

4809.  Discretionary  Review  by  Nasdaq 
Board 

(a)  A  Listing  Council  Decision  or  a 
Panel  Decision,  in  a  matter  where  the 
Listing  Qualifications  Panel  has  granted 
the  maximum  exception  period  and  the 
Listing  Council  is  precluded  from 
granting  additional  time  under  Rule 
4802(b)(2)(B),  may  be  called  for  review 
by  the  Nasdaq  Board  solely  upon  the 
request  of  one  or  more  Directors  not 
later  than  the  next  Nasdaq  Board 
meeting  that  is  15  calendar  days  or  more 
following  the  date  of  the  Listing  Council 
or  Panel  Decision.  Such  review  shall  be 
undertaken  solely  at  the  discretion  of 
the  Nasdaq  Board  and  will  not  operate 
as  a  stay  of  the  Listing  Council  or  Panel 
Decision,  unless  the  call  for  review 
specifies  to  the  contrary.  At  the  sole 
discretion  of  the  Nasdaq  Board,  the  call 
for  review  of  a  Listing  Council  or  Panel 
Decision  may  be  withdrawn  at  any  time 
prior  to  the  issuance  of  a  decision. 

(b)  If  the  Nasdaq  Board  conducts  a 
discretionary  review,  the  review 
generally  shall  be  based  on  the  written 
record  considered  by  the  Listing 
Council  or  Listing  Qualifications  Panel. 
However,  the  Nasdaq  Board  may,  at  its 
discretion,  request  and  consider 
additional  information  from  the  issuer 
and/or  from  staff  of  the  Listing 
Department.  If  the  Board  considers 
additional  information,  the  record  of 
proceedings  before  the  Nasdaq  Board 
shall  be  kept  by  the  Nasdaq  Office  of 
Appeals  and  Review. 

(c)  If  the  Nasdaq  Board  conducts  a 
discretionary  review,  the  issuer  shall  be 
provided  with  a  written  decision  that 
meets  the  requirements  of  Rule  4811. 
The  Nasdaq  Board  may  affirm,  modify 
or  reverse  the  Listing  Council  or  Panel 
Decision  and  may  remand  the  matter  to 
the  Listing  Council,  Listing 
Qualifications  Panel,  or  staff  of  the 
Listing  Department  with  appropriate 
instructions.  The  decision  of  the  Nasdaq 
Board  will  take  immediate  effect,  unless 
it  specifies  to  the  contrary,  and 
represents  the  final  action  of  Nasdaq.  If 
the  Nasdaq  Board  determines  to  delist 
the  issuer,  the  securities  of  the  issuer 
will  be  immediately  suspended,  unless 


the  Nasdaq  Board  specifies  to  the 
contrary,  and  Nasdaq  will  follow  the 
procedures  described  in  IM-4800  and 
submit  an  application  on  Form  25  to  the 
Commission  to  strike  the  security  ft-om 
listing. 

***** 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission, 
Nasdaq  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  Nasdaq  has  prepared 
summaries,  set  forth  in  Sections  A,  B, 
and  C  below,  of  the  most  significant 
aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Nasdaq  proposes  to  modify  its  process 
relating  to  companies  that  are  late  in 
filing  a  required  periodic  report  with  the 
Commission. 

Currently,  when  a  Nasdaq-listed 
company  is  late  in  filing  a  required 
periodic  report  with  the  Securities  and 
Exchange  Commission  or  other 
appropriate  regulatory  authority, 

Nasdaq  staff  immediately  sends  the 
company  a  delisting  letter  pursuant  to 
Nasdaq  Rule  4310(c){14)  or  4320(e)(12).® 
Nasdaq  rules  do  not  allow  a  company 
any  compliance  period  to  make  a  late 
filing  and  Nasdaq  staff  does  not  have  the 
authority  to  consider  a  company’s  plan 
to  regain  compliance  or  otherwise  grant 
the  company  any  additional  time.  While 
a  Nasdaq-listed  company  may  receive  a 
short  “exception”  to  the  filing 
requirement,  such  exceptions  are  only 
granted  by  a  Listing  Qualification  Panel 
after  a  hearing  and  cannot  exceed  180 
days  from  the  staffs  delisting  letter.^  If 
a  company  cannot  file  within  that 
period,  it  typically  would  be  delisted 
from  Nasdaq  ®  and  its  securities  would 


^Rule  4310(c)(14)  is  applicable  to  domestic  and 
Canadian  issuers.  Rule  4320(e)(12)  is  applicable  to 
non-U.S.  companies,  other  than  Canadian 
companies. 

’’  Pursuant  to  Rule  4805(a),  a  request  for  a  hearing 
stays  the  security's  delisting  pending  the  issuance 
of  a  decision  by  the  Panel. 

■Pursuant  to  Rule  4807(b),  the  Nasdaq  Listing 
and  Hearing  Review  Council  (the  "Listing  Council”) 
can  call  for  review  a  Panel  decision  to  delist  a 
company  for  this  reason  and  stay  the  delisting.  The 
Listing  Council  has  recently  exercised  this 
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be  ineligible  to  trade  on  any  other 
exchange  or  on  the  OTC  Bulletin  Board. 

While  Nasdaq  believes  that  the 
availability  of  timely  financial 
statements  is  vitally  important  for 
investors,  recent  changes  in  the 
regulatory  environment  have  made  it 
increasingly  difficult  for  companies  to 
prepare,  obtain  auditor  review,  and  file 
their  periodic  financial  statements  on 
time.  Heightened  scrutiny  hy 
independent  auditors  and  increasingly 
complex  technical  accounting  standards 
result  in  better  financial  disclosure,  but 
they  also  may  delay  the  filing  process. 
Further,  when  a  company  does  delay  its 
filing,  the  formal  process  required  to 
investigate  the  underlying  issues 
causing  the  delay  and,  if  necessary,  to 
restate  its  financial  statements,  can  he  a 
laborious  time-consuming  process.  In 
these  situations,  companies  often 
publish  whatever  financial  information 
they  can  and  inform  investors  of  the 
reasons  for  the  delay.  Generally 
speaking,  Nasdaq  believes  that  delisting 
a  company  that  is  taking  all  appropriate 
steps  to  regain  compliance  and  file 
financial  statements,  while  keeping  the 
public  informed,  is  not  in  the  best 
interest  of  the  company  or  its  investors. 
In  addition,  Nasdaq  has  found  that 
receipt  of  a  delisting  letter  immediately 
upon  being  late  in  a  required  filing  is 
disruptive  to  the  Company  and  can  be 
misleading  to  shareholders  and 
prospective  investors. 

As  a  result,  Nasdaq  has  determined  to 
modify  its  rules  to  allow  companies  to 
submit  a  plan  to  regain  compliance  to 
the  staff  of  the  Listing  Qualifications 
Department  and  to  allow  staff  to  grant 
the  company  up  to  180  days  from  the 
due  date  for  a  periodic  report  (as 
extended  by  Exchange  Act  Rule  12b-25, 
if  applicable)  to  regain  compliance. 
Nasdaq  will  notify  companies  promptly 
upon  determining  that  they  are 
delinquent  and  companies  will  have  to 
publicly  disclose  receipt  of  that 
notification  both  under  Nasdaq  Rules  ® 
and  the  Commission’s  Form  8-K  rules. 
Nasdaq  will  also  disseminate  the  fact 
that  the  company  is  late  in  filing  a 
periodic  report  and  the  company  will 
he  included  on  a  list  of  deficient  and 


discretion  in  certain  late  filing  cases.  Pursuant  to 
Rule  4802(b),  the  Listing  Council  cannot  grant  an 
exception  for  such  a  company  to  stay  listed  longer 
than  360  days  from  the  date  of  the  staffs  delisting 
letter. 

®  See  Rule  4803(a). 

See  Item  3.01(a)  of  Form  8-K  and  Instruction  2 
thereto. 

"  Nasdaq  includes  an  indicator  in  the  daily  issue 
symbol  directory,  which  notes  that  the  company  is 
delinquent  in  filing  a  periodic  report,  for  data 
vendors  to  display  on  their  single  security  quotation 
screens. 


delinquent  companies  on  Nasdaq’s  .Web 

site.^2 

In  determining  whether  to  grant  a 
company  additional  time,  staff  will 
consider  the  company’s  specific 
circumstances,  including  the  company’s 
past  compliance  history,  the  reasons  for 
the  late  filing,  corporate  events  that  may 
occur  within  the  exception  period,  the 
company’s  general  financial  status,  the 
company’s  disclosures  to  the  market, 
and  the  likelihood  that  the  filing  can  be 
made  within  the  exception  period.  This 
review  will  be  based  on  information 
provided  by  a  variety  of  sources,  which 
may  include  the  company,  its  audit 
committee,  its  outside  auditors,  the  staff 
of  the  SEC  and  any  other  regulatory 
body. 

If  the  company  has  not  regained 
compliance  during  any  additional 
periods  granted  by  the  Listing 
Qualifications  Department,^ ^  or  if  staff 
determines  that  it  is  not  appropriate  to 
grant  additional  time,  the  company  will 
receive  a  delisting  notification  from 
Nasdaq  staff  and,  to  avoid  being 
delisted,  can  request  review  by  a  Nasdaq 
Listing  Qualifications  Panel. Under 
the  proposed  rules,  such  a  request  will 
stay  the  delisting  for  15  calendar  days 
to  permit  the  Panel  to  make  a 
determination  as  to  whether  a  further 
stay  is  appropriate.  [jj  tjjg  event  the 
Panel  determines  not  to  grant  the  issuer 
a  further  stay,  the  issuer’s  securities  will 
be  suspended  and  will  remain 
suspended  unless  the  Panel  Decision 
issued  after  the  hearing  determines  to 
reinstate  the  securities.  If  the  Panel 
grants  the  issuer  a  further  stay,  that  stay 
would  remain  in  effect  until  the  Panel 
issues  a  Panel  Decision,  which  could 
permit  the  company  to  remain  listed  for 
up  to  180  days  from  the  date  of  the 
staffs  delisting  determination  but  in  no 
event  more  than  360  days  from  the  due 
date  of  the  company’s  first  late  filing,  or 


See  http://www.nasdaq.com/services/ 
DelDefOpenReport.pdf. 

If  staff  initially  grants  a  company  less  than  180 
days  from  the  due  date  of  the  delinquent  periodic 
report,  staff  may  subsequently  grant  additional 
time,  up  to  the  full  extent  of  its  discretion. 

Nasdaq  staff  could  also  terminate  an  exception 
based  on  superseding  events  or  if  the  company  fails 
to  comply  with  another  listing  requirement  during 
the  exception  period. 

>®'rhe  decision  to  continue  the  stay  may  be  made 
by  different  panel  members  than  those  who 
ultimately  hear  the  company's  appeal  at  the 
hearing.  In  determining  whether  to  grant  the  stay, 
the  Panel  will  consider  the  company’s  specific 
circumstances,  including  the  likelihood  that  the 
filing  can  be  made  within  any  exception  [leriod  that 
could  subsequently  be  granted,  the  company’s  past 
compliance  history,  the  reasons  for  the  late  filing, 
corporate  events  that  may  occur  within  the 
exception  period,  the  company’s  general  financial 
status,  and  the  company’s  disclosures  to  the  market. 


could  deny  any  further  exception  and 
delist  the  company. 

If  the  staff  and  the  Panel  each  grant 
the  maximum  time  available  for  the 
company  to  regain  compliance,  the 
Nasdaq  Listing  and  Hearing  Review 
Council  would  be  unable  to  grant  any 
additional  time  regardless  of  whether 
the  company  appeals  or  the  Listing 
Council  calls  the  matter  for  review.^®  In 
these  cases,  however,  Nasdaq  is 
modifying  Rule  4809  to  permit  the 
Nasdaq  Board  of  Directors  to  call  the 
Panel  decision  for  review,  at  the  Board’s 
sole  discretion.  Nasdaq  believes  that 
this  modification  will  help  assure  that 
there  is  an  opportunity  for  meaningful 
review  of  a  Panel  decision,  if  the  Board 
believes  that  it  is  appropriate.  If,  on  the 
other  hand,  either  the  staff  or  the  Panel 
grant  less  than  the  maximum  time 
available  for  the  company  to  regain 
compliance,  the  company  could  appeal 
to  the  Listing  Council  or  the  Listing 
Council  could  call  the  matter  for  review, 
and  the  Listing  Council  could  grant  an 
exception  for  the  company  to  stay  listed 
for  up  to  360  days  fi'om  the  date  of  the 
staffs  delisting  letter,  but  in  no  event 
more  than  360  days  from  the  due  date 
of  the  company’s  first  late  filing. 

Nasdaq  understands  that  the 
Commission  is  considering  additional 
changes  that  may  be  appropriate  to  the 
listing  rules  of  all  the  Self-Regulatory 
Organizations  (“SROs”)  that  would 
result  in  substantially  uniform  treatment 
of  delinquent  filers  by  all  the  SROs. 
Nonetheless,  Nasdaq  believes  that  this 
interim  change  is  appropriate  now  and 
will  significantly  reduce  an  existing 
burden  of  Nasdaq’s  rules  on  its  listed 
companies.  Nasdaq  is  committed  to 
working  with  the  Commission  in 
conjunction  with  the  other  SROs  to 
adopt  other  changes  that  the 
Commission  feels  appropriate. 

Implementation 

Nasdaq  proposes  to  implement  the 
proposed  rule  immediately  for 
companies  that  have  not  yet  received  a 


Nasdaq  does  not  propose  to  change  the  existing 
rules  that  allow  a  company  to  appeal  such  a  matter 
to  the  Listing  Council  or  for  the  Listing  Council  to 
call  such  a  matter  for  review.  Nonetheless,  in  a 
situation  where  the  staff  and  the  Panel  each 
exercise  the  full  extent  of  their  discretion  and  grant 
the  maximum  time  available  under  the  rules.  Rule 
4802(b)(2)(B)  would  preclude  the  Listing  Council 
from  granting  any  additional  time  to  the  company 
to  regain  compliance. 

•  If  the  Nasdaq  Board  exercises  its  authority  to 
call  a  Panel  decision  for  review,  that  call  for  review 
will  not  automatically  stay  the  Panel’s  decision.  If 
there  is  a  concurrent  review  of  the  Panel  decision 
pending  by  the  Listing  Council,  whether  initiated 
by  a  company  appeal  or  a  Listing  Council  call  for 
review,  the  Board  will  decide  whether  to  permit 
that  review  to  continue  or  to  assert  sole  jurisdiction 
over  the  matter. 
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delisting  notification.  Nasdaq  proposes 
no  changes  to  the  process  for  companies 
that  have  already  received  a  delisting 
notification  and  therefore  are  already  in 
the  review  process.  As  such,  these 
companies  can  receive  a  Panel 
exception  for  a  maximum  of  180  days 
from  the  date  of  the  staffs  delisting 
determination.  Thereafter,  if  the  Listing 
Council  calls  the  matter  for  review,  the 
Listing  Council  can  stay  the  delisting 
and  grant  the  company  an  exception  for 
a  maximum  of  360  days  from  the  date 
of  the  staffs  delisting  letter. 

2.  Statutory  Basis 

Nasdaq  believes  that  the  proposed 
rule  change  is  consistent  with  the 
provisions  of  Section  6  of  the  Act,^®  in 
general  and  with  Sections  6(b)(5)  of  the 
Act,^®  in  particular  in  that  it  is  designed 
to  prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  regulating,  clearing, 
settling,  processing  information  with 
respect  to,  and  facilitating  transactions 
in  securities,  to  remove  impediments  to 
and  perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
proposed  rule  change  is  designed  to 
remove  uncertainty  regarding  the  ability 
of  companies  to  remain  listed  on 
Nasdaq,  thereby  protecting  investors 
and  removing  an  impediment  to  a  free 
and  open  market,  and  provide 
additional  transparency  to  Nasdaq’s 
process  surrounding  delinquent 
periodic  reports. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

Nasdaq  does  not  believe  that  the 
proposed  rule  change  will  result  in  any 
burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act,  as  amended. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  proposed  rule  change 
does  not:  (i)  Significantly  affect  the 
protection  of  investors  or  the  public 
interest:  (ii)  impose  any  significant 
burden  on  competition:  and  (iii)  become 


'*15  U.S.C.  78f. 
'B15U.S.C.  78f(b)(5). 


operative  for  30  days  after  the  date  of 
filing,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  the  proposed  rule 
change  has  become  effective  pursuant  to 
Section  19(b)(3)(A)  of  the  Act^o  and 
Rule  19b-4(f)(6)  thereunder.^i 

A  proposed  rule  change  filed  under 
19b-4(f)(6)  normally  may  not  become 
operative  for  30  days  after  the  date  of 
filing.22  However,  Rule  19b-4(f)(6)(iii)23 
permits  the  Commission  to  designate  a 
shorter  time  if  such  action  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  Nasdaq  has  requested 
that  the  Commission  waive  the  30-day 
operative  delay  and  designate  the 
proposed  rule  change  to  become 
operative  upon  filing. 

The  Commission  believes  that 
waiving  the  30-day  operative  delay  is 
consistent  with  the  protection  of 
investors  and  the  public  interest 
because  the  proposed  rule  change  will 
not  allow  companies  to  remain  listed  on 
Nasdaq  longer  than  360  days  from  the 
due  date  of  the  first  late  annual  or 
quarterly  report,  the  maximum  period 
currently  allowed  under  Nasdaq  rules. 
While  the  procedures  for  issuing 
delisting  notices  for  Nasdaq  late  filers 
will  be  changed,  as  Nasdaq  has  stated  in 
its  filing,  the  changes  are  based  on,  and 
similar  to,  the  NYSE’s  current 
procedures  for  NYSE  issuers  that  are 
late  in  filing  their  annual  report,  and  do 
not  in  any  way  extend  the  amount  of 
time  a  late  filer  of  both  annual  and 
quarterly  reports  can  remain  listed  on 
Nasdaq.24  Further,  consistent  with 
investor  protection,  under  the  new  rules 
any  extension  of  a  stay  granted  by  the 
Nasdaq  staff  (which  cannot  exceed  180 
days  from  the  due  date  of  the  filing), 
would  have  to  be  considered  by  an 
independent  panel.  Finally,  waiving  the 
30  day  operative  delay  will  allow 
Nasdaq  to  apply  the  proposed  change  to 
upcoming  company  filings  due  for  the 
quarter  ended  September  30,  2008.2® 
Based  on  the  above,  the  Commission 


2°  15  U.S.C.  78s(b)(3)(A). 

17  CFR  24O.19b-4(0(6). 

17  CFR  240.19b— 4(0(6)(iii)-  In  addition.  Rule 
19b— 4(f)(6)(iii)  requires  a  self-regulatory 
organization  to  give  the  Commission  written  notice 
of  its  intent  to  file  the  proposed  rule  change  at  least 
five  business  days  prior  to  the  date  of  filing  of  the 
proposed  rule  change,  or  such  shorter  time  as 
designated  by  the  Commission.  Nasdaq  has  satished 
this  requirement. 

23 /d. 

Unlike  Nasdaq,  NYSE  delisting  rules  only 
apply  to  late  filers  of  annual  reports.  See  Securities 
Exchange  Act  Release  No.  51777  ()une  2,  2005),  70 
FR  33573  (June  8.  2005). 

25  For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  considered  the 
impact  of  the  proposed  rule  on  efficiency, 
competition,  and  capital  formation.  15  U.S.C.  78c(f). 


designates  the  proposal  to  become 
operative  upon  filing. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  the  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/sro.shtml)-,  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NASDA(3-2008-085  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 
Commission,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NASDAQ-2008-085.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  {http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  them 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  Nasdaq.  All 
comments  received  will  be  posted 
without  chemge:  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
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you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-NASDAQ-2008-085  and 
should  be  submitted  on  or  before 
December  9,  2008. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.^e 
Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27250  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 


[Release  No.  34-58921;  File  No.  SR-NYSE- 
2008-111] 

Self-Regulatory  Organizations;  Notice 
of  Filing  and  Immediate  Effectiveness 
of  Proposed  Rule  Change  by  New  York 
Stock  Exchange  LLC  To  Establish 
System  of  Rebates  for  Designated 
Market  Makers 

November  7,  2008. 

Pursuant  to  Section  19(b)(1)  ^  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”), 2  and  Rule  19b— 4  thereunder,^ 
notice  is  hereby  given  that  on  October 
30,  2008,  New  York  Stock  Exchange 
LLC  (the  “NYSE”  or  the  “Exchange”) 
filed  with  the  Securities  «md  Exchange 
Commission  (the  “Commission”)  the 
proposed  rule  changes  as  described  in 
Items  1, 11  and  III  below,  which  Items 
have  been  prepared  by  the  Exchange. 
The  Commission  is  publishing  this 
notice  to  solicit  comments  on  the 
proposed  rule  changes  from  interested 
persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  adopt  a 
schedule  of  fees  and  rebates  applicable 
to  Designated  Market  Makers 
(“DMMs”).  While  the  change  to  the 
Exchange’s  2008  Price  List  pursuant  to 
this  proposal  will  be  effective  upon 
filing,  the  change  will  become  operative 
as  of  November  3,  2008.  The  text  of  the 
proposed  rule  change  is  available  on  the 
Exchange’s  Web  site  {http:// 
www.nyse.com),  at  the  Exchange’s 
Office  of  the  Secretary,  and  at  the 
Commission’s  Public  Reference  Room. 


“  17  CFR  200.30-3(a)(12). 
>  15  U.S.C.  78s(b)(l). 

^  15  U.S.C.  78a  et  seq. 

3 17  CFR  240.19b-4. 


II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  NYSE  has  prepared  summaries,  set 
forth  in  Sections  A,  B  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  Exchange  proposes  to  adopt  a 
schedule  of  fees  and  rebates  applicable 
to  DMMs.  While  the  change  to  the 
Exchange’s  2008  Price  List  pursuant  to 
this  proposal  will  be  effective  upon 
filing,  the  change  will  become  operative 
as  of  November  3,  2008. 

DMMs  are  a  new  category  of  market 
makers  that  the  Exchange  has  created  as 
a  replacement  for  the  specialists.^  As 
was  the  case  historically  for  the 
specialists,  the  DMMs  will  not  be 
charged  any  fees  on  transactions 
executed  on  the  Exchange  for  their  own 
account  in  their  capacity  as  DMMs  that 
remove  liquidity  from  the  Exchange. 
However,  as  was  the  case  with 
specialists  in  the  period  immediately 
prior  to  the  adoption  of  the  new  market 
model,  DMMs  will  be  charged  a  $0.0030 
per  share  routing  fee  for  orders  routed 
to  away  markets,  which  is  the  same  rate 
charged  to  all  other  market 
participants. 2 

Prior  to  the  adoption  of  the  new 
market  model,  the  Exchange  operated  a 
revenue  sharing  program  for  the 
specialists  (the  “liquidity  provision 
payments”  or  “LPPs”)  that  was 
structured  to  provide  incentives  to  the 
specialists  to  add  liquidity  to  the 
Exchange.  The  Exchange  is 
discontinuing  the  LPP  program  in 
connection  with  the  adoption  of  the 
new  market  model.  The  Exchange 
proposes  to  provide  incentives  to  the 
DMMS  that  will  be  similar  in  effect  to 
the  LPPs,  by  awending  rebates  to  the 
DMMs  when  they  add  liquidity  to  the 
Exchange.2  The  following  liquidity- 


•  See  34-58845  (October  24,  2008). 

3  Except  floor  brokers,  who  pay  $0.0029  per  share. 

3  Not  all  stocks  will  be  traded  under  the  DMM 
model  inunediately.  For  a  brief  trarisitional  period, 
some  stocks  will  continue  to  be  traded  under  the 
specialist  model.  Commencing  November  3,  2008, 


adding  activities  will  qualify  a  DMM  for 
a  rebate: 

•  Posting  displayed  and  non- 
displayed  orders  on  the  Display  Book, 
including  s-quote  and  s-quote  reserve 
orders: 

•  Providing  liquidity  on  non- 
displayed  interest  using  the  Capital 
Commitment  Schedule;  or,  prior  to  the 
implementation  of  the  Capital 
Commitment  Schedule,  using  the 
following  message  activities;  price 
improvement,  size  improvement  (PRIN 
FILL),  matching  away  market  quotes; 

•  Executing  trades  in  the  crowd  and 
at  Liquidity  Replenishment  Points;  and 

•  Providing  liquidity  on  market-at- 
the-close  and  limit-at-the-close 
transactions. 

Rebates  will  not  apply  to  executions 
at  the  open,  as  trades  at  the  open  are  free 
to  all  Exchange  users  and  the  DMM  is 
therefore  not  generating  any  revenue  for 
■  the  Exchange  from  the  DMM’s 
counterparty  in  the  transaction. 

DMMs  will  receive  (i)  a  rebate  of 
$0.0030  per  share  when  adding  liquidity 
in  round  lots  in  active  securities  [i.e., 
securities  with  a  consolidated  average 
daily  trading  volume  (“ADV”)  of  greater 
than  or  equal  to  one  million  shares) 
(“Active  Securities) and  (ii)  a  rebate  of 
$0.0035  per  share  when  they  add 
liquidity  in  round  lots  in  securities  with 
a  consolidated  ADV  of  less  than  one 
million  shares  (“Less  Active 
Securities”). 3  The  Exchange  will  also 
pay  DMMS  a  rebate  of  $0.0004  per  share 
for  executions  at  the  close.  This  rebate 
equals  the  $0.0004  fee  the  Exchange 
charges  other  Exchange  users  for 
executions  at  the  close. 

In  addition,  each  DMM  will  also 
receive  all  of  the  market  data  quote 
revenue  (the  “Quoting  Shene”)  received 
by  the  Exchange  from  the  Consolidated 
Tape  Association  under  the  Revenue 
Allocation  Formula  of  Regulation  NMS 
with  respect  to  any  Less  Active  Security 
in  any  month  in  which  the  DMM  meets 
the  quoting  requirement  of  Rule 
104(a)(1)(A)  for  that  individual  stock.® 

DMMs  will  receive  a  rebate  of  $0.0004 
per  share  when  providing  liquidity  with 
respect  to  odd  lots  and  the  odd  lot 


continuing  for  the  duration  of  this  transition, 
specialists  will  be  subject  to  the  same  pricing  and 
rebate  regime  as  DMMs. 

*The  Exchange  will  determine  whether  a  security 
is  an  Active  Security  or  Less  Active  Security  based 
on  the  previous  month’s  consolidated  ADV. 

3  For  Less  Active  Securities,  a  DMM  must 
maintain  a  bid  and  an  offer  at  the  National  Best  Bid 
(“NBB”)  and  National  Best  Offer  ("NBO") 
(collectively  herein  “NBBO")  for  an  aggregate 
average  monthly  NBBO  of  10%  or  more  during  a 
calendar  month.  For  purposes  of  passing  through 
the  Quoting  Share  with  respect  to  an  individual 
stock,  the  Exchange  will  require  the  DMM  to 
maintain  the  average  monthly  NBBO  of  10%  or 
more  for  that  individual  stock. 
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portions  of  partial  round  lots.  This 
rebate  equals  the  $0.0004  fee  the 
Exchange  charges  other  Exchange  users 
for  executions  in  odd  lots  and  partial 
round  lots. 

The  Exchange  is  making  a  number  of 
changes  to  the  Price  List  to  reflect  the 
replacement  of  the  specialists  by  the 
DMMs.  The  Specialist  License  Fee,  the 
Specialist  Marketing  and  Investor 
Education  Fee  and  the  various  fees 
payable  by  specialists  set  forth  under 
the  heading  “Registration  and 
Regulatory  Fees”,  will  be  payable  by  the 
DMMs  in  place  of  the  specialists  upon 
adoption  of  the  new  market  model.  In 
addition,  the  Exchange  is  removing  a 
footnote  from  the  “Registration  and 
Regulatory  Fees”  section  of  the  Price 
List  that  makes  reference  to  a  75% 
reduction  in  the  amount  of  certain 
regulatory  fees  as  of  January  1,  2008, 
which  is  no  longer  relevant  because  the 
reduction  in  those  fees  is  already 
reflected  in  the  Price  List. 

2.  Statutory  Basis 

The  Exchange  believes  that  the 
proposed  rule  change  is  consistent  with 
the  objectives  of  Section  6  ®  of  the  Act 
in  general  and  furthers  the  objectives  of 
Section  6(b)(4)  ^  in  particular,  in  that  it 
is  designed  to  provide  for  the  equitable 
allocation  of  reasonable  dues,  fees  and 
other  charges  among  its  members  and 
other  persons  using  its  facilities.  The 
Exchange  believes  that  the  proposal 
does  not  constitute  an  inequitable 
allocation  of  dues,  fees  and  other 
charges  as  it  provides  the  DMMs 
appropriate  incentives  to  act  as  liquidity 
providers  and  supports  them  in 
performing  their  central  function  in  the 
Exchange’s  market  model. 

B.  Self  Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purpose  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Buie  Change  Received  From 
Members,  Participants  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

The  foregoing  rule  change  is  effective 
upon  filing  pursuant  to  Section 


6  15  U.S.C.  78f. 
M5U.S.C.  78f(b)(4). 


19(b)(3)(A)  ®  of  the  Act  and  Rule  19b- 
4(0(2)  ®  thereunder. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSE-2 008-1 11  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange  , 
Commissipn,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submission.*;  should  refer  to  File 
Number  SR-NYSE-2008-111.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://w^^'w.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  firom  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  NYSE.  All 
comments  received  will  be  posted 
without  change:  the  Commission  does 


6 15  U.S.C.  78s(b)(3)(A). 

9 17  CFR  240.19b-^(fl{2). 


not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-NYSE-2008-111  and 
should  be  submitted  on  or  before 
December  9,  2008. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority. 

Florence  E.  Hannon, 

Acting  Secretary. 

[FR  Doc.  E8-27279  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58920;  File  No.  SR- 
NYSEArca-2008-123] 

Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Notice  of  Filing  of  Proposed 
Rule  Change  as  Modified  by 
Amendment  No.  1  Thereto  Relating  to 
the  Listing  and  Trading  of  Trust 
Certificates 

November  7,  2008. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (“Act” 
or  “Exchange  Act”)  ^  and  Rule  19b— 4 
thereunder,^  notice  is  hereby  given  that 
on  November  4,  2008,  NYSE  Area,  Inc. 
(“NYSE  Area”  or  “Exchange”)  filed 
with  the  Securities  and  Exchange 
Commission  (“Commission”)  the 
proposed  rule  change  as  described  in 
Items  I,  II,  and  III  below,  which  Items 
have  been  prepared  by  NYSE  Area.  On 
November  6,  2008,  the  Exchange  filed 
Amendment  No.  1  to  the  proposed  rule 
change.  The  Commission  is  publishing 
this  notice  to  solicit  comments  on  the 
proposed  rule  change,  as  amended,  from 
interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

NYSE  Area,  through  its  wholly-owned 
subsidiary  NYSE  Area  Equities,  Inc. 
(“NYSE  Area  Equities”  or  the 
“Corporation”),  proposes  to  amend  its 
rules  governing  NYSE  Area,  LLC,  which 
is  the  equities  trading  facility  of  NYSE 
Area  Equities.  NYSE  Area  is  proposing 
to  adopt  new  NYSE  Area  Equities  Rule 
5.2(j)(7)  to  permit  listing  of  Trust 
Certificates.  The  Exchange  proposes  to 
list  14  issues  of  Trust  Certificates,  as 
described  herein,  which  are  currently 
listed  and  traded  on  NYSE  Alternext 
U.S.  LLC  (NYSE  Alternext  U.S. 


17  CFR  200.30-3(a)(12). 
>15  U.S.C.  78s(b)(l). 

2 17  CFR  240.19b-4. 
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(formerly,  the  American  Stock  Exchange 
LLC  (“Amex”)).  The  text  of  the 
proposed  rule  change  is  available  on  the 
Exchange’s  Web  site  at  http:// 
www.nyse.com,  at  the  Exchange’s 
principal  office,  and  the  Public 
Reference  Room  of  the  Commission. 

11.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of, 
and  basis  for,  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  those  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

NYSE  Area  is  proposing  to  adopt  new 
NYSE  Area  Equities  Rule  5.2{j)(7)  to 
permit  listing  and  trading  of  Trust 
Certificates.  Pursuant  to  new  NYSE  Area 
Equities  Rule  5.2(j)(7),  the  Exchange 
proposes  to  list  14  issues  of  Trust 
Certificates,  as  described  herein,  which 
are  currently  listed  and  traded  on  NYSE 
Alternext  U.S.  (formerly,  Amex). 

Trust  Certificates  are  certificates 
representing  an  interest  in  a  special 
purpose  trust  (“Trust”)  created  pursuant 
to  a  trust  agreement.  The  Trust  will  only 
issue  Trust  Certificates,  which  may  or 
may  not  provide  for  the  repayment  of 
the  original  principal  investment 
amount.  The  sole  purpose  of  the  Trust 
will  be  to  invest  the  proceeds  ft-om  its 
initial  public  offering  to  provide  for  a 
return  linked  to  the  performance  of 
specified  assets  and  to  engage  only  in 
activities  incidental  to  these  objectives. 
Trust  Certificates  pay  an  amount  at 
maturity  based  upon  the  performance  of 
specified  assets,  including  an  index  or 
indexes  or  equity  securities,  index 
warrants,  or  a  combination  thereof,  as 
set  forth  in  proposed  Rule  5.2(j)(7). 

Proposed  Rule  5.2(j)(7)  provides  that 
the  Exchange  will  consider  trading, 
whether  by  listing  or  pursuant  to 
unlisted  trading  privileges,  of  Trust 
Certificates  based  on  the  following:  (i) 
An  underlying  index  or  indexes  of 
equity  securities  (an  “Equity  Index 
Reference  Asset”);  ^  (ii)  instruments  that 


^The  Exchange  notes  that  the  description  of 
Equity  Reference  Asset  is  identical  to  the 


are  direct  obligations  of  the  issuing 
company,  either  exercisable  throughout 
their  life  (i.e.,  American  style)  or 
exercisable  only  on  their  expiration  date 
{i.e.,  European  style),  entitling  the 
holder  to  a  cash  settlement  in  U.S. 
dollars  to  the  extent  that  the  foreign  or 
domestic  index  has  declined  below  (for 
put  warrant)  or  increased  above  (for  a 
call  warrant)  the  pre-stated  cash 
settlement  value  of  the  index  (“Index 
Warrants”):^  or  (iii)  a  combination  of 
two  or  more  Equity  Index  Reference 
Assets  or  Index  Warrants. 

Commentary  .01  provides  criteria  for 
continued  listing  and  provides  that  the 
Corporation  will  commence  delisting  or 
removal  proceedings  with  respect  to  an 
issue  of  Trust  Certificates  (unless  the 
Commission  has  approved  the 
continued  trading  of  such  issue):  (i)  If 
the  aggregate  market  value  or  the 
principal  amount  of  the  securities 
publicly  held  is  less  than  $400,000;  (ii) 
if  the  value  of  the  index  or  composite 
value  of  the  indexes  is  no  longer 
calculated  or  widely  disseminated  on  at 
least  a  15-second  basis  with  respect  to 
indexes  containing  only  securities  listed 
on  a  national  securities  exchange,  or  on 
at  least  a  60-second  basis  with  respect 
to  indexes  containing  foreign  country 
securities;  or  (iii)  if  such  other  event 
shall  occur  or  condition  exists  which  in 
the  opinion  of  the  Corporation  makes 
further  dealings  on  the  Corporation 
inadvisable. 

Commentary  .02  provides  that  the 
term  of  the  Trust  shall  be  as  stated  in 
the  Trust  prospectus.  However,  a  Trust 
may  be  terminated  under  such  earlier 
circumstances  as  may  be  specified  in 
the  Trust  prospectus.  Commentary  .03 
sets  forth  requirements  applicable  to  the 
trustee  of  a  Trust  including  that  the 
trustee  must  be  a  trust  company  or 
banking  institution  having  substantial 
capital  and  surplus  and  the  experience 
and  facilities  for  handling  corporate 
trust  business.  Commentary  .04 
provides  that  voting  rights  shall  be  as 
set  forth  in  the  applicable  Trust 
prospectus. 

Commentary  .05  provides  that  the 
Exchange  will  implement  written 
surveillance  procedures  for  Trust 
Certificates.  Trust  Certificates  will  be 
subject  to  the  Exchange’s  equity  trading 
rules  (Commentary  .06).  Prior  to  the 
commencement  of  listing  and  trading  of 
a  particular  issue  of  Trust  Certificates, 
the  Corporation  will  evaluate  the  nature 
and  complexity  of  the  issue  and,  if 


description  of  Equity  Reference  Asset  in  Rule 
5.2(j)(6)(i)  for  Equity  Index-Linked  Securities. 

*  The  definition  of  Index  Warrants  in  proposed 
Rule  5.2(j)(7)  is  identical  to  the  definition  of  “index 
warrants”  in  Rule  8.2(e). 


appropriate,  distribute  a  circular  to  ETP 
Holders  providing  guidance  regarding 
compliance  responsibilities  (including 
suitability  recommendations  and 
account  approval!  when  handling 
transactions  in  Trust  Certificates 
(Commentary  .07). 

Trust  Certificates  may  be 
exchangeable  at  the  option  of  the  holder 
into  securities  that  participate  in  the 
return  of  the  applicable  underlying 
asset.  In  the  event  that  the  Trust 
Certificates  is  exchangeable  at  the 
option  of  the  holder  and  contains  an 
Index  Warrant,  then,  the  ETP  Holder 
must  ensure  that  the  holders  account  is 
approved  for  options  trading  in 
accordance  with  NYSE  Area  Rule  9.2  in 
order  to  exercise  such  rights 
(Commentary  .08).  Trust  Certificates 
may  pass-through  periodic  payments  of 
interest  and  principle  of  the  underlying 
securities  (Commentary  .09).  Trust 
payments  may  be  guaranteed  pursuant 
to  a  financial  guaranty  insurance  policy 
which  may  include  swap  agreements 
(Commentary  .10).  Commentary  .11 
provides  that  Trust  Certificates  may  be 
subject  to  early  termination  or  call 
features. 

The  Exchange  also  proposes  to  amend 
footnote  4  to  the  NYSE  Area  Equities 
Schedule  of  Fees  and  Charges  to  include 
Trust  Certificates  as  “Structured 
Products”  for  purposes  of  such 
schedule. 

Issues  of  Trust  Certificates  To  Be  Listed 
on  NYSE  Area 

The  Exchange  proposes  to  list  and 
trade  14  issues  of  Trust  Certificates,  as 
described  below.  The  Trust  Certificates 
are  currently  listed  and  traded  on  NYSE 
Alternext  US  LLC  (NYSE  Alternext  US 
(formerly,  the  American  Stock  Exchange 
LLC  (“Amex”)).  The  proposed  rule 
change  is  intended  to  provide  rules  to 
permit  the  listing  and  trading  on  the 
Exchange  of  the  Trust  Certificates 
described  below  in  a  timely  manner  at 
the  same  time  that  all  equities  trading  is 
relocated  from  the  Amex  legacy  trading 
systems  and  facilities  located  at  86 
Trinity  Place,  New  York,  New  York,  to 
New  York  Stock  Exchange  trading 
facilities  and  systems  located  at  11  Wall 
Street,  New  York,  New  York.  The 
Exchange  does  not  currently  list  Trust 
Certificates  and  this  proposed  rule 
change  is  intended  only  to 
accommodate  listing  of  the  14  issues  of 
Trust  Certificates  currently  listed  on 
NYSE  Alternext  US  on  the  Exchange.® 
Prior  to  listing  on  the  Exchange,  the 


’  The  Exchange  will  not  list  an  additional  issue 
of  Trust  Certificates  unless  the  Exchange  has 
previously  filed  withthe  Commission  a  proposed 
rule  change  pursuant  to  Rule  19b— 4  under  the  Act 
to  permit  such  listing. 
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Trust  Certificates  would  be  required  to 
satisfy  the  applicable  delisting 
procedures  of  NYSE  Alternext  US  and 
applicable  statutory  and  regulatory 
requirements,  including,  without 
limitation,  Section  12  of  the  Securities  • 
Exchange  Act  of  1934  (“Exchange 
Act”),®  relating  to  listing  the  Trust 
Certificates  on  the  Exchange.^ 

Descriptions  of  the  Trust  Certificates 
are  included  in  their  respective 
Registration  Statements,  as  noted  below. 
The  Exchange  represents  that  the  Trust 
Certificates  satisfy  the  requirements  of 
proposed  Rule  5.2(j)(7)  and  thereby 
qualify  for  listing  on  the  Exchange. 

Safety  First  Trust  Series  2007-1 
(symbol:  AZP).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates  Linked  to  the  U.S.- 
Europe-Japan  Basket,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2007-1  and  will  mature  on 
November  22,  2010.  Investors  will 
receive  at  maturity  for  each  certificate 
held  an  amount  in  cash  equal  to  $10 
plus  a  supplemental  distribution 
amount,  which  may  be  positive  or  zero. 
The  supplemental  distribution  amount 
will  be  based  on  the  percentage  change 
of  the  value  of  the  U.S.-Europe-Japan 
Basket  comprised  of  the  S&P  500® 

Index,  the  Dow  Jones  EUROSTOXX  50 
Index®  and  the  Nikkei  225  Stock 
Average®,  each  initially  equally 
weighted,  during Ihe  term  of  the 
certificates.  The  supplemental 
distribution  amount  for  each  certificate 
will  equal  the  product  of  (a)  $10  and  (b) 
the  percentage  change  in  the  value  of 
the  U.S.-Europe-Japan  Basket,  provided 
that  the  supplemental  distribution 
amount  will  not  be  less  than  zero.® 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  Citigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
November  22,  2010.  At  maturity,  each 
security  will  pay  an  amount  equal  to 
$10  plus  a  security  return  amount, 
which  could  be  positive,  zero  or 
negative.  The  security  return  amount  for 
each  security  will  equal  the  product  of 
(a)  $10  and  (b)  the  percentage  change  in 
the  value  of  the  U.S.-Europe-Japan 
Basket. 

The  equity  index  warrants  will  be 
automatically  exercised  on  November 


»15  U.S.C.  78(/). 

^The  Exchange  will  seek  the  voluntary  consent 
of  the  issuer  of  the  Trust  Certificates  to  be  delisted 
from  NYSE  Alternext  US  and  listed  on  the 
Exchange.  The  Exchange  notes  that  its  approval  of 
the  Tru.st  Certificates'  listing  applications  would  be 
required  prior  to  listing. 

“Terms  relating  to  each  issue  of  Trust  Certificates 
described  in  this  filing  that  are  referred  to,  but  not 
defined,  herein  are  defined  in  the  applicable 
Registration  Statement. 


22,  2010.  If  the  value  of  the  U.S.-Europe- 
Japan  Basket  increases  or  does  not 
change,  the  warrants  will  pay  zero.  If 
the  value  of  the  U.S.-Europe-Japan 
Basket  decreases,  the  warrants  will  pay 
a  positive  amount  equal  to  the  product 
of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  value  of  the  U.S.- 
Europe-Japan  Basket. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 
security  with  a  $10  face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separate  transferable  by 
the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  brokerage 
account  must  be  approved  for  options 
trading.  An  investor  who  exercises  the 
exchange  right  and  holds  only  the 
securities  or  warrants  will  lose  the 
benefit  of  principal  protection  at 
maturity.® 

Safety  First  Investments  TIERS® 
Principal-Protected  Minimum  Return 
Trust  Certificates,  Series  Nasdaq  2003- 
13  (symbol:  NAS).  According  to  the 
prospectus  for  the  certificates,  the 
certificates  are  securities  of  TIERS® 
Principal-Protected  Minimum  Return 
Asset  Backed  Certificates  Trust,  Series 
Nasdaq  2003-13  and  will  mature  on 
January  30,  2009.  Investors  will  receive 
at  maturity  for  each  certificate  held 
principal  amount  ($10  per  certificate) 
plus  an  interest  distribution  amount. 
The  interest  distribution  amount  will  be 
based  on  the  returp  of  the  Nasdaq-100 
Index,  subject  to  a  monthly  appreciation 
cap  of  5.5%.  However,  the  interest 
distribution  amount  will  be  at  least 
$0.70  per  certificate  at  maturity 
regardless  of  the  performance  of  the 
Nasdaq-100  Index. 

The  assets  of  the  trust  primarily 
consist  of  a  specified  aggregate  principal 
amount  of  asset  backed  securities  issued 
by  various  issuers  (“term  assets”),  the 
swap  agreement  described  below,  and 
rights  under  the  insurance  policy 
described  below.  The  certificates  do  not 
provide  for  early  redemption  by  the 
inve.stor. 

On  the  closing  date,  the  trustee  and 
Citigroup  Global  Market  Holdings,  Inc., 
the  swap  counterparty,  entered  into  a 
swap  agreement.  The  swap  agreement  is 
a  contract  which  provides  that  the  swap 
counterparty  will  pay  the  trustee  an 
amount  equal  to  the  distribution 


“See  prospectus  for  Safety  First  Trust  Series 
2007-1,  dated  February  22,  2007  (Registration  No. 
333-135867/135867-09/135867-11). 


scheduled  to  be  made  on  the  certificates 
on  the  final  scheduled  distribution  date. 
The  obligations  of  the  swap 
counterparty  under  the  swap  agreement 
on  a  swap  termination  date  or  upon  the 
occurrence  of  a  term  assets  credit  event 
will  be  insured  pursuant  to  the  terms  of 
a  financial  guaranty  insurance  policy 
issued  by  Ambac  Assurance 
Corporation. 

The  index  return  used  to  determine 
the  interest  distribution  amount  payable 
to  the  investor  on  the  final  scheduled 
distribution  date  is  based  on  the  return 
of  the  Nasdaq-100  Index  subject  to  the 
monthly  appreciation  cap.  The  Index 
return  will  be  calculated  by 
compounding  the  periodic  capped 
returns,  as  determined  over  the  term  of 
the  certificates.  The  interest  distribution 
amount  payable  to  the  investor  on  the 
final  scheduled  distribution  date  will 
equal  the  product  of  the  principal 
amount  of  each  certificate  and  the 
compounded  index  return  over  the  term 
of  the  certificate  (but  will  not  be  less 
than  $0.70  per  certificate).^® 

Safety  First  Trust  Series  2008-1 
(symbol:  ATA).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates,  Linked  to  the  U.S.- 
Europe-Japan  Basket,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2008-1  and  will  mature  on  March 
6,  2014.  Investors  will  receive  at 
maturity  for  each  certificate  an  amount 
in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount, 
which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  value  of  the  U.S.-Europe-Japan 
Basket  comprised  of  the  SP  500*  Index, 
the  Dow  Jones  EUROSTOXX  50  Index® 
and  the  Nikkei  225  Stock  Average®, 
each  initially  equally  weighted,  during 
the  term  of  the  certificates.  The 
supplemental  distribution  amount  for 
each  certificate  will  equal  the  product  of 
(a)  $10,  and  (b)  the  percentage  change  in 
the  value  of  the  U.S.-Europe-Japan 
Basket  and  (c)  the  participation  rate, 
which  is  equal  to  92.5%  of  the  basket 
return,  provided  that  the  supplemental 
distribution  amount  will  not  be  less 
than  zero. 

The  assets  of  the  trust  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Citigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
March  6,  2014.  At  maturity,  each 
security  will  pay  an  amount  equal  to 
$10  plus  a  security  return  amount. 


See  prospectus  for  Safety  First  Investments 
TIERS'  Principat-Protected  Minimum  Return  Trust 
Certificates.  Series  Nasdaq  2003-13.  dated  )uly  28. 
2003  (Regi.stration  No.  333-57357). 
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which  could  he  positive,  zero  or 
negative.  If  the  value  of  the  U.S.-Europe- 
Japan  Basket  on  the  third  index  business 
day  before  maturity  (the  “valuation 
date”)  is  greater  than  the  value  on  the 
date  on  which  the  certificates  were 
priced  for  initial  sale  to  the  public  (the 
“pricing  date”),  the  security  return 
amount  for  each  security  will  equal  the 
product  of  (a)  $10,  (b)  the  percentage 
increase  in  the  value  of  U.S.-Europe- 
Japan  Basket  and  (c)  the  participation 
rate,  which  is  equal  to  92.5%  of  the 
basket  return.  If  the  closing  value  of  the 
U.S.-Europe-Japan  Basket  date  (the 
“ending  value”)  is  less  than  or  equal  to 
the  value  on  the  pricing  date  (the 
“starting  value”),  the  security  return 
amount  for  each  security  will  equal  the 
product  of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  U.S.-Europe-Japan 
Basket.  The  equity  index  warrants  will 
be  automatically  exercised  on  March  6, 
2014.  If  the  ending  value  of  the  U.S.- 
Europe-Japan  Basket  is  greater  than  or 
equal  to  the  starting  value,  the  warrants 
will  pay  zero.  If  the  ending  value  of  the 
U.S.-Europe-Japan  Basket  is  less  than 
the  starting  value,  the  warrants  will  pay 
a  positive  amount  equal  to  the  product 
of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  value  of  the  U.S.- 
Europe-Japan  Basket. 

Investors  will  have  the  right  to 
exchange,  at  any  time  beginning  on  the 
date  on  which  the  certificates  are  issued 
and  ending  on  the  date  that  is  one 
business  day  prior  to  the  valuation  date, 
each  $10  principal  amount  of 
certificates  the  investor  then  holds  for 
one  equity  index  participation  security 
with  a  $10  face  amount  and  one  equity 
index  warrant  with  a  $10  notional 
amount.  The  securities  and  warrants 
will  be  separately  transferable  by  the 
investor  after  the  exercise  of  the 
investor’s  exchange  right.  In  order  to 
exercise  such  exchange  right,  the 
investor’s  brokerage  account  must  be 
approved  for  options  trading.  An 
investor  who  exercises  the  exchange 
right  and  holds  only  the  securities  or 
warrants  will  lose  the  benefit  of 
principal  protection  at  maturity.^' 

Safety  First  Trust  Series  2007-2 
(symbol:  AFO).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates  Linked  to  the  Nikkei 
225  Stock  Average,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2007-2  and  will  mature  on  March 
23,  2011.  Investors  will  receive  at 
maturity  for  each  certificate  an  amount 
in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount. 


”  See  prospectus  for  Safety  First  Trust  Series 
2008-1,  dated  Februarv  25,  2008  (Registration  Nos. 
333-135867/135867-o'5/135867-ll). 


which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  Nikkei  225  Stock  Average®  during 
the  term  of  the  certificates.  The 
supplemental  distribution  amount  for 
each  certificate  will  equal  the  product  of 
(a)  $10  and  (b)  the  percentage  change  in 
the  Nikkei  225  Stock  Average,  provided 
that  the  supplemental  distribution 
amount  will  not  be  less  than  zero. 

The  assets  of  the  trust  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Citigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
March  23,  2011.  At  maturity,  each 
security  will  pay  an  amount  equal  to 
$10  plus  a  security  return  amount, 
which  could  be  positive,  zero  or 
negative.  The  security  return  amount  for 
each  security  will  equal  the  product  of 
(a)  $10  and  (b)  the  percentage  change  in 
the  value  of  the  Nikkei  225  Stock 
Average.  The  equity  index  warrants  will 
be  automatically  exercised  on  March  23, 
2011.  If  the  Nikkei  225  Stock  Average 
increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  Nikkei  225 
Stock  Average  decreases,  the  warrants 
will  pay  a  positive  amount  equal  to  the 
product  of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  value  of  the  Nikkei  225 
Stock  Average. 

Investors  nave  the  right  to  exchange, 
at  any  time  ending  on  the  date  that  is 
one  business  day  prior  to  the  valuation 
date,  each  $10  principal  amount  of 
certificates  the  investor  then  holds  for 
one  equity  index  participation  security 
with  a  $10  face  amount  and  one  equity 
index  warrant  with  a  $10  notional 
amount.  The  securities  and  warrants 
will  be  separately  transferable  by  the 
investor  after  the  exercise  of  the 
investor’s  exchange  right.  In  order  to 
exercise  such  exchange  right,  the 
investor’s  brokerage  account  must  be 
approved  for  options  trading.  An 
investor  who  exercised  the  exchange 
right  and  holds  only  the  securities  or 
warrants  will  lose  the  benefit  of 
principal  protection  at  maturity. 

Safety  First  Investments  TIERS® 
Principal-Protected  Minimum  Return 
Trust  Certificates,  Series  S&P  2003-33 
(symbol:  SYP).  According  to  the 
prospectus  for  the  certificates,  the 
certificates  are  securities  of  TIERS® 
Principal-Protected  Minimum  Return 
Asset  Backed  Certificates  Trust,  Series 
S&P  2003-33  and  will  mature  on 
January  7,  2009.  Investors  will  receive  at 
maturity  for  each  certificate  held  the 
principal  amount  ($10  per  certificate) 


See  prospectus  for  Safety  First  Trust  Series 
2007-2,  dated  April  24,  2007  (Registration  Nos. 
333-13.5867/135867-08/135867-11). 


plus  an  interest  distribution  amount. 

The  interest  distribution  amount  will  be 
based  on  the  return  of  the  S&P  500 
Index,  subject  to  a  monthly  appreciation 
cap  of  4.5%.  However,  the  interest 
distribution  amount  will  be  at  least 
$0.90  per  certificate  at  maturity 
regardless  of  the  performance  of  the  S&P 
500  Index. 

The  assets  of  the  trust  primarily 
consist  of  a  specified  aggregate  principal 
amount  of  asset  backed  securities  of 
various  issuers  (“term  assets”),  the  swap 
agreement  described  below,  and  rights 
under  the  insurance  policy  described 
below.  The  certificates  do  not  provide 
for  early  redemption  by  the  investor. 

On  the  closing  date,  the  trustee  and 
Citigroup  Global  Market  Holdings,  Inc., 
the  swap  counterparty,  entered  into  a 
swap  agreement.  The  swap  agreement  is 
a  contract  which  provides  that  the  swap 
counterparty  will  pay  the  trustee  an 
amount  equal  to  the  distribution 
scheduled  to  be  made  on  the  certificates 
on  the  final  scheduled  distribution  date. 
The  obligations  of  the  swap 
counterparty  under  the  swap  agreement 
on  a  swap  termination  date  or  upon  the 
occurrence  of  a  term  assets  credit  event 
will  be  insured  pursuant  to  the  terms  of 
a  financial  guaranty  policy  issued  by 
Ambac  Assurance  Corporation. 

The  index  return  will  be  calculated  by 
compounding  the  periodic  capped 
returns,  as  determined  over  the  term  of 
the  certificates.  The  index  return  used  to 
determine  the  interest  distribution 
amount  payable  to  the  investor  on  the 
final  scheduled  distribution  date  will 
equal  the  product  of  the  principal 
amount  of  each  certificate  and  the 
compounded  index  return  over  the  term 
of  the  certificate  (but  will  not  be  less 
than  $0.90  per  certificate). ^3 

Safety  First  Investments  TIERS® 
Principal-Protected  Minimum  Return 
Trust  Certificates,  Series  S&P  2003-23 
(symbol:  SPO).  According  to  the 
prospectus  for  the  certificates,  the 
certificates  are  securities  of  TIERS® 
Principal-Protected  Minimum  Return 
Asset  Backed  Certificates  Trust  Series 
S&P  2003-23  and  will  mature  on 
January  6,  2009.  Investors  will  receive  at 
maturity  for  each  certificate  held  a 
principal  amount  ($10  per  certificate) 
plus  an  interest  distribution  amount 
(which  will  equal  at  least  $0.90  per 
certificate),  regardless  of  the 
performance  of  the  S&P  500®  Index.  The 
interest  distribution  amount  will  be 
based  on  the  return  of  the  S&P  500® 
Index,  subject  to  a  monthly  appreciation 


”  See  prospectus  for  Safety  First  Investments 
TIERS®  Principal-Protected  Minimum  Return  Trust 
Certificates,  Series  S&P  2003-33,  dated  July  28, 
2003  (Registration  No.  333-89080). 
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cap  of  4.5%.  However,  the  interest 
distribution  amount  will  be  at  least 
$0.90  per  certificate  at  maturity. 

The  assets  of  the  trust  primarily 
consist  of  a  specified  aggregate  principal 
amount  of  asset  backed  securities  of 
various  issuers,  which,  as  of  the  closing 
date,  will  be  rated  in  the  highest  rating 
category  of  at  least  one  nationally 
recognized  rating  agency,  and  rights 
under  a  swap  agreement  and  a  financial 
guaranty  insurance  policy  issued  by 
Ambac  Assurance  Corporation.  The 
certificates  do  not  provide  for  early 
redemption  by  the  investor. 

On  the  closing  date,  the  trustee  and 
Citigroup  Global  Market  Holdings  Inc., 
the  swap  counterparty,  entered  into  a 
swap  agreement.  The  swap  agreement  is 
a  contract  which  provides  that  the  swap 
counterparty  will  pay  the  trustee  an 
amount  equal  to  the  distribution 
scheduled  to  be  made  on  the  certificates 
on  the  final  scheduled  distribution  date. 
The  obligations  of  the  swap 
counterparty  under  the  swap  agreement 
on  a  swap  termination  date  or  upon  the 
occurrence  of  a  term  assets  credit  event 
will  be  insured  under  the  financial 
guaranty  policy. 

The  index  return  used  to  determine 
the  interest  distribution  amount,  if  any, 
payable  to  the  investor  on  the  final 
scheduled  distribution  date  is  based  on 
the  return  of  the  S&P  500®  Index  subject 
to  a  monthly  appreciation  cap.  The 
interest  distribution  amount  is  capped 
and,  therefore,  even  if  the  value  of  the 
S&P  500®  Index  has  increased  at  one  or 
more  times  during  the  term  of  the 
certificates  or  if  the  value  of  the  S&P 
500®  Index  as  of  the  final  scheduled 
distribution  date  is  greater  than  the 
value  of  the  S&P  500®  Index  on  the  date 
the  certificates  are  priced,  investors  will 
not  receive  more  than  the  capped 
amount.  1“* 

Safety  First  Investments  TIERS® 
Principal-Protected  Minimum  Return 
Trust  Certificates,  Series  Nasdaq  2003- 
12  (symbol:  SFH).  According  to  the 
prospectus  for  the  certificates,  the 
certificates  are  securities  of  TIERS® 
Principal-Protected  Minimum  Return 
Asset  Backed  Certificates,  Trust  Series 
Nasdaq  2003-12  and  will  mature  on 
January  5,  2009.  Investors  will  receive  at 
maturity  for  each  certificate  held  a 
principal  amount  ($10  per  certificate) 
plus  an  interest  distribution  amount  • 
(which  will  equal  at  least  $0.70  per 
certificate),  regardless  of  the 
performance  of  the  Nasdaq-100  Index. 
The  interest  distribution  amount  will  be 


See  prospectus  for  Safety  First  Investments 
TIERS®  Principal-Protected  Minimum  Return  Trust 
CertiRcates,  Series  S&P  2003-23,  dated  July  28, 
2003  (Registration  No.  333-57357-03). 


based  on  the  return  of  the  Nasdaq- 100 
Index,  subject  to  a  monthly  appreciation 
cap  of  5.5%.  However,  the  interest 
distribution  amount  will  be  at  least 
$0.70  per  certificate  at  maturity. 

The  assets  of  the  trust  primarily 
consist  of  a  specified  aggregate  principal 
amount  of  asset  backed  securities  of 
various  issuers,  which,  as  of  the  closing 
date,  will  be  rated  in  the  highest  rating 
category  of  at  least  one  nationally 
recognized  rating  agency,  and  ri^ts 
under  a  swap  agreement  and  a  financial 
guaranty  insurance  policy  issued  by 
Ambac  Assurance  Corporation.  The 
certificates  do  not  provide  for  early 
redemption  by  the  investor. 

On  the  closing  date,  the  trustee  and 
Citigroup  Global  Markets  Holdings  Inc., 
the  swap  counterparty,  entered  into  a 
swap  agreement.  The  swap  agreement  is 
a  contract  which  provides  that  the  swap 
counterparty  will  pay  the  trustee  an 
amount  equal  to  the  distribution 
scheduled  to  be  made  on  the  certificates 
on  the  final  scheduled  distribution  date. 
The  obligations  of  the  swap 
counterparty  under  the  swap  agreement 
on  a  swap  termination  date  or  upon  the 
occurrence  of  a  term  assets  credit  event 
will  be  insured  under  the  financial 
guaranty  insurance  policy. 

The  index  return  used  to  determine 
the  interest  distribution  amount,  if  any, 
payable  to  the  investor  on  the  final 
scheduled  distribution  date  is  based  on 
the  return  of  the  Nasdaq-100  Index 
subject  to  a  monthly  appreciation  cap. 
The  interest  distribution  amount  is 
capped  and,  therefore,  even  if  the  value 
of  the  Nasdaq-100  Index  has  increased 
at  one  or  more  times  during  the  term  of 
the  certificates  or  if  the  value  of  the 
Nasdaq-100  Index  as  of  the  final 
scheduled  distribution  date  is  greater 
than  the  value  of  the  Nasdaq-100  Index 
on  the  date  the  certificates  are  priced, 
investors  will  not  receive  more  than  the 
capped  amount.^® 

Safety  First  Investments  TIERS® 
Principal-Protected  Minimum  Return 
Trust  Certificates,  Series  Russell  2004- 
1  (symbol:  RUD).  According  to  the 
prospectus  for  the  certificates,  the 
certificates  are  securities  of  the  TIERS® 
Principal-Protected  Minimum  Return 
Asset  Backed  Certificates  Trust  Series 
Russell  2004-1,  and  will  mature  on 
April  29,  2009.  Investors  will  receive  at 
maturity  for  each  certificate  held  a 
principal  amount  ($10  per  certificate) 
plus  an  interest  distribution  amount 
(which  will  equal  at  least  $0.70  per 
certificate)  regardless  of  the 


See  prospectus  for  Safety  First  Investments 
TIERS®  Principal-Protected  Minimum  Return  Trust 
Certificates.  Series  Nasdaq  2003—12,  dated  May  19, 
2003  (Registration  No.  333-57357). 


performance  of  the  Russell  2000  Index. 
The  interest  distribution  amount  will  be 
based  on  the  return  of  the  Russell  2000 
Index  subject  to  a  monthly  appreciation 
cap  of  3.5%.  However,  the  interest 
distribution  amount  will  be  at  least 
$0.70  per  certificate  at  maturity 
regardless  of  the  performance  of  the 
Russell  2000  Index. 

The  assets  of  the  trust  primarily 
consist  of  a  specified  aggregate  principal 
amount  of  asset  backed  securities  issued 
by  various  issuers  (“term  assets”),  the 
swap"^agreement  described  below,  and 
rights  under  the  insurance  policy 
described  below.  The  certificates  do  not 
provide  for  early  redemption  by  the 
investor. 

On  the  closing  date,  the  trustee  and 
Citigroup  Global  Market  Holdings,  Inc., 
the  swap  counterparty,  entered  into  a 
swap  agreement.  The  swap  agreement  is 
a  contract  which  provides  that  the  swap 
counterparty  will  pay  the  trustee  an 
amount  equal  to  the  distribution 
scheduled  to  be  made  on  the  certificates 
on  the  final  scheduled  distribution  date. 
The  obligations  of  the  swap 
counterparty  under  the  swap  agreement 
on  a  swap  termination  date  or  upon  the 
occurrence  of  a  term  assets  credit  event 
will  be  insured  pursuant  to  the  terms  of 
a  financial  guaranty  insurance  policy 
issued  by  Ambac  Assurance 
Corporation. 

The  index  return  used  to  determine 
the  interest  distribution  amount,  if  any, 
payable  to  the  investor  on  the  final 
scheduled  distribution  date  is  based  on 
the  return  of  the  Russell  2000  Index 
subject  to  a  monthly  appreciation  cap. 
The  interest  distribution  amount  is 
capped  and,  therefore,  even  if  the  value 
of  the  Russell  2000  Index  has  increased 
at  one  or  more  times  during  the  term  of 
the  certificates  or  if  the  value  of  the 
Russell  2000  Index  as  of  the  final 
scheduled  distribution  date  is  greater 
than  the  value  of  the  Russell  2000  Index 
on  the  date  the  certificates  are  priced, 
investors  will  not  receive  more  than  the 
capped  amount.'® 

Safety  First  Trust  Series  2008-2 
(symbol:  AMM).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates  Linked  to  the  S&P 
500®  Index,  the  certificates  are  preferred 
securities  of  Safety  First  Trust  Series 
2008-2  and  will  mature  on  July  11, 

2013.  Investors  will  receive  at  maturity 
for  each  certificate  held  an  amount  in 
cash  equal  to  $10  plus  a  supplemental 
distribution  amount,  which  may  be 
positive  or  zero,  but  in  no  circumstance 


>6  See  prospectus  for  Safety  First  Investments 
TIERS®  Principal-Protected  Minimum  Return  Trust 
Certificates,  Series  Russell  2004-1,  dated  July  28, 
2003  (Registration  333-89080). 
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more  than  $7  dollars.  The  supplemental 
distribution  amount  will  be  based  on 
the  percentage  change  of  the  value  of 
the  S&P  500®  Index,  during  the  term  of 
the  certificates.  The  supplemental 
distribution  amount  for  each  certificate 
will  equal  the  product  of  (a)  $10  and  (b) 
the  percentage  increase  in  the  value  of 
the  S&P  500®  Index,  provided  that  the 
supplemental  distribution  amount  will 
be  limited  to  70%. 

The  assets  of  the  trust  will  consist  of 
Citigroup  Funding  Inc.’s  equity  index 
participation  securities  and  equity  index 
warrants.  The  equity  index  participation 
securities  will  mature  on  July  11,  2013. 
At  maturity,  each  security  will  pay  an 
amount  equal  to  $10  plus  a  security 
return  amount,  which  could  be  positive, 
zero  or  negative.  The  security  return 
amount  for  each  security  will  equal  the 
product  of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  value  of  the  S&P  500® 
Index. 

The  equity  index  warrants  will  be 
automatically  exercised  on  July  11, 

2013.  If  the  value  of  the  S&P  500®  Index 
increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  value  of 
the  S&P  500®  Index  decreases,  the 
warrants  will  pay  a  positive  amount 
equal  to  the  product  of  (a)  $10  and  (b) 
the  percentage  decrease  in  the  value  of 
the  S&P  500®  Index. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 
security  with  a  $10  face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading. 

Safety  First  Trust  Series  2008-3 
(symbol;  AHB).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates  Linked  to  the  Global 
Basket,  the  certificates  are  preferred 
securities  of  Safety  First  Trust  Series 
2008-3  and  will  mature  on  September 
12,  2013.  Investors  will  receive  at 
maturity  for  each  certificate  held  an 
amount  in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount, 
which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  value  of  the  Global  Index  Basket 
comprised  of  the  S&P  500®  Index,  the 
Dow  Jones  EUROSTOXX  50®  Index  and 


See  prospectus  for  Safety  First  Trust  Series 
2008-2,  dated  June  24,  2008  (Registration  Nos.  333- 
135867/135867-04/135867-11). 


the  S&P  BRIG  40®  Index,  each  initially 
equally  weighted  one-third  each,  during 
the  term  of  the  certificates.  The 
supplemental  distribution  amount  for 
each  certificate  will  equal  the  product  of 
(aj  $10  and  (b)  the  percentage  chemge  in 
the  value  pf  the  Global  Index  Basket  and 
(cj  the  participation  rate  which  is  85%, 
provided  that  the  supplemental 
distribution  amount  will  not  be  less 
than  zero. 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Gitigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
September  12,  2013.  At  maturity,  each 
security  will  pay  an  amount  equal  to 
$10  plus  a  security  return  amount, 
which  could  be  positive,  zero  or 
negative.  If  the  value  of  the  Global  Index 
Basket  on  the  valuation  date  is  greater 
than  the  value  on  the  pricing  date,  the 
security  return  amount  for  each  security 
will  equal  the  product  of  (a)  $10,  (b)  the 
percentage  increase  in  the  Global  Index 
Basket  and  (cJ  the  participation  rate, 
which  is  85%.  If  the  value  of  the  Global 
Index  Basket  on  the  valuation  date  is 
less  than  or  equal  to  the  value  on  the 
pricing  date,  the  security  return  amount 
for  each  security  will  equal  the  product 
of  (aJ  $10  and  (b)  the  percentage 
decrease  in  the  Global  Index  Basket. 

The  equity  index  warrants  will  be 
automatically  exercised  on  September 
12,  2013.  If  the  value  of  the  Global  Index 
Basket  increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  value  of 
the  Global  Index  Basket  decreases,  the 
warrants  will  pay  a  positive  amount 
equal  to  the  product  of  (a)  $10  and  (b) 
the  percentage  decrease  in  the  value  of 
the  Global  Index  Basket. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 
security  with  a  $10  face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading.^® 

Safety  First  Trust  Series  2008-4 
(symbol;  AHY).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Gertificates  Linked  to  the  S&P 
500®  Index,  the  certificates  are  preferred 
securities  of  Safety  First  Trust  Series 
2008—4  and  will  mature  on  October  10, 


See  prospectus  for  Safety  First  Trust  Series 
2008-3,  dated  August  25,  2008  (Registration  Nos. 
333-135867/135867-03/135867-1 1 ) 


2013.  Investors  will  receive  at  maturity 
for  each  certificate  held  an  amount  in 
cash  equal  to  $10  plus  a  supplemental 
distribution  amount,  which  may  be 
positive  or  zero.  The  supplemental 
distribution  amount  will  be  based  on 
the  percentage  change  of  the  value  of 
the  S&P  500®  Index  during  the  term  of 
the  certificates.  The  supplemental 
distribution  amount  for  each  certificate 
will  equal  the  product  of  (a)  $10,  (b)  the 
percentage  change  in  the  value  of  the 
S&P  500®  Index  and  (c)  the 
participation  rate,  which  is  90%, 
provided  that  the  supplemental 
distribution  amount  will  not  be  less 
than  zero. 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Gitigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
October  10,  2013.  At  maturity,  each 
security  will  pay  an  amount  equal  to 
$10  plus  a  security  return  amount, 
which  could  be  positive,  zero  or 
negative.  If  the  value  of  the  S&P  500® 
Index  on  the  valuation  date  is  greater 
than  its  value  on  the  pricing  date,  the 
security  return  amount  for  each  security 
will  equal  the  product  of  (aJ  $10,  (b)  the 
percentage  increase  in  the  S&P  500® 
Index  and  (c)  the  participation  rate, 
which  equals  90%.  If  the  value  of  the 
S&P  500®  Index  on  the  valuation  date  is 
less  than  or  equal  to  its  value  on  the 
pricing  date,  the  security  return  amount 
for  each  security  will  equal  the  product 
of  (a)  $10  and  (b)  the  percentage 
decrease  in  the  S&P  500®  Index.  If  the 
value  of  the  S&P  500®  Index  on  the 
valuation  date  is  less  than  its  value  on 
the  pricing  date,  investors  will 
participate  fully  in  the  depreciation  of 
the  S&P  500®  Index. 

The  equity  index  warrants  will  be 
automatically  exercised  on  October  10, 
2013.  If  the  value  of  the  S&P  500®  Index 
increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  value  of 
the  S&P  500®  Index  decreases,  the 
warrants  will  pay  a  positive  amount 
equal  to  the  product  of  (a)  $10  and  (b) 
the  percentage  decrease  in  the  value  of 
the  S&P  500®  Index. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 
security  with  a  $10 -face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
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exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading.^^ 

Safety  First  Trust  Series  2007-3 
(symbol:  AKE).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Certificates  Linked  to  the  Global 
Index  Basket,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2007-3  and  will  mature  on  July 
11,  2012.  Investors  will  receive  at 
maturity  for  each  certificate  held  an 
amount  in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount, 
which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  value  of  the  Global  Index  Basket 
comprised  of  the  Dow  Jones  Industrial 
Average,  the  Dow  Jones  EUROSTOXX 
50  Index®,  the  Nikkei  225  Stock 
Average®  and  the  S&P  BRIG®  Index 
during  the  term  of  the  certificates.  The 
Dow  Jones  Industrial  Average  and  the 
Dow  Jones  EUROSTOXX  50  Index®, 
each  initially  will  comprise  30%  of  the 
value  of  the  Global  Index  Basket,  the 
Nikkei  225  Stock  Average®  and  the  S&P 
BRIG®  Index  will  compose  20%  of  the 
value  of  the  Global  Index  Basket.  The 
supplemental  distribution  amount  for 
each  certificate  will  equal  the  product  of 
(a)  $10  and  (b)  the  weighted  percentage 
increase  in  the  value  of  the  Global  Index 
Basket. 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Gitigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
July  11,  2012.  At  maturity,  each  security 
will  pay  an  amount  equal  to  $10  plus  a 
security  return  amount,  which  could  be 
positive,  zero  or  negative.  The  security 
return  amount  for  each  security  will 
equal  the  product  of  (a)  $10  and  (b)  the 
percentage  change  in  the  value  of  the 
Global  Basket  Index. 

The  equity  index  warrants  will  be 
automatically  exercised  on  July  11, 

2012.  If  the  value  of  the  Global  Basket 
Index  increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  value  of 
the  Global  Basket  Index  decreases,  the 
warrants  will  pay  a  positive  amount 
equal  to  the  product  of  (a)  $10  and  (b) 
the  weighted  average  percentage 
decrease  in  the  value  of  the  Global 
Basket  Index. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 
security  with  a  $10  face  amount  and  one 


’9  See  prospectus  for  Safety  First  Trust  Series 
2008—4,  dated  September  24.  2008  (Registration 
Nos.  333-135867/135867-02/135867-11). 


equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading.^o 

Safety  First  Trust  Series  2007—4 
(symbol:  AKN).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Gertificates  Linked  to  the  U.S.- 
Europe-Japan  Basket,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2007-4  and  will  mature  on  May 
23,  2013.  Investors  will  receive  at 
maturity  for  each  certificate  held  an 
amount  in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount, 
which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  value  of  the  U.S.-Europe-Japan 
Basket  comprised  of  the  S&P  500® 

Index,  the  Dow  Jones  EUROSTOXX  50 
Index®  and  the  Nikkei  225  Stock 
Average®,  each  initially  equally 
weighted  one-third  each,  during  the 
term  of  the  certificates.  The 
supplemental  distribution  amount  for 
each  certificate  will  equal  the  product  of 
(a)  $10  and  (b)  the  weighted  percentage 
increase  in  the  value  of  the  U.S.-Europe- 
Japan  Basket  provided  the  supplemental 
distribution  amount  is  not  less  than 
zero. 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Gitigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
May  23,  2013.  At  maturity,  each  security 
will  pay  an  amount  equal  to  $10  plus  a 
security  retiurn  amount,  which  could  be 
positive,  zero  or  negative.  The  security 
return  amount  for  each  security  will 
equal  the  product  of  (a)  $10  and  (b)  the 
percentage  change  in  the  value  of  the 
U.S.-Europe-Japan  Basket  Basket. 

The  equity  index  warrants  will  be 
automatically  exercised  on  May  23, 

2013.  If  the  value  of  the  U.S.-Europe- 
Japan  Basket  increases  or  does  not 
change,  the  warrants  will  pay  zero.  If 
the  value  of  the  U.S.-Europe-Japan 
Basket  decreases,  the  warrants  will  pay 
a  positive  amount  equal  to  the  product 
of  (a)  $10  and  (b)  the  weighted  average 
percentage  decrease  in  the  value  of  the 
U.S.-Europe-Japan  Basket. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 


20  See  prospectus  for  Safety  First  Trust  Series 
2007-3,  dated  June  28.  2007  (Registration  Nos.  333- 
135867/1 35867-07/135867-11). 


security  with  a  $10  face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading.^i 

Safety  First  Trust  Series  2006-1 
(symbol:  AGB).  According  to  the 
prospectus  for  the  Principal-Protected 
Trust  Gertificates  Linked  to  the  Dow 
Jones  Industrial  Average  and  the  Nikkei 
225  Stock  Average®,  the  certificates  are 
preferred  securities  of  Safety  First  Trust 
Series  2006-1  and  will  mature  on  May 
26,  2010.  Investors  will  receive  at 
maturity  for  each  certificate  held  an 
amount  in  cash  equal  to  $10  plus  a 
supplemental  distribution  amount, 
which  may  be  positive  or  zero.  The 
supplemental  distribution  amount  will 
be  based  on  the  percentage  change  of 
the  value  of  a  underlying  basket 
comprised  of  the  Dow  Jones  Industrial 
Average  and  the  Nikkei  225  Stock 
Average®,  each  initially  equally 
weighted  during  the  term  of  the 
certificates.  The  supplemental 
distribution  amount  for  each  certificate 
will  equal  the  product  of  (a)  $10  and  (b) 
the  percentage  increase  in  the  value  of 
the  underlying  basket  provided  the 
supplemental  distribution  amount  is  not 
less  than  zero. 

The  assets  of  the  trust  will  consist  of 
equity  index  participation  securities  and 
equity  index  warrants  of  Gitigroup 
Funding  Inc.  The  equity  index 
participation  securities  will  mature  on 
May  26,  2010.  At  maturity,  each  security 
will  pay  an  amount  equal  to  $10  plus  a 
security  return  amount,  which  could  be 
positive,  zero  or  negative.  The  security 
return  amount  for  each  security  will 
equal  the  product  of  (a)  $10  and  (b)  the 
percentage  change  in  the  value  of  the 
underlying  basket. 

The  equity  index  warrants  will  be 
automatically  exercised  on  May  26, 
2010.  If  the  value  of  the  underlying 
basket  increases  or  does  not  change,  the 
warrants  will  pay  zero.  If  the  value  of 
the  underlying  basket  decreases,  the 
warrants  will  pay  a  positive  amount 
equal  to  the  product  of  (a)  $10  and  (b) 
the  weighted  average  percentage 
decrease  in  the  value  of  the  underlying 
basket. 

Investors  will  have  the  right  to 
exchange,  at  any  time  ending  on  the 
date  that  is  one  business  day  prior  to  the 
valuation  date,  each  $10  principal 
amount  of  certificates  the  investor  then 
holds  for  one  equity  index  participation 


2>  See  prospectus  for  Safety  First  Trust  Series 
2007-4.  dated  November  21,  2007  (Registration 
Nos.  333-135867/135867-06/135867-11). 
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security  with  a  $10  face  amount  and  one 
equity  index  warrant  with  a  $10 
notional  amount.  The  securities  and 
warrants  will  be  separately  transferable 
by  the  investor  after  exercise  of  the 
exchange  right.  In  order  to  exercise  the 
exchange  right,  the  investor’s  account 
must  be  approved  for  options  trading.^^ 

Exchange  Rules  Applicable  to  Trust 
Certificates 

The  Trust  Certificates  will  be  subject 
to  all  Exchange  rules  governing  the 
trading  of  equity  securities.  The 
Exchange’s  equity  margin  rules  will 
apply  to  transactions  in  Trust 
Certificates.  Trust  Certificates  will  trade 
during  trading  hours  set  forth  in  Rule 
7.34{a).23 

The  Exchange  notes  that  none  of  the 
indexes  related  to  the  14  issues  of  Trust 
Certificates  described  above  is 
maintained  by  a  broker-dealer.  The 
Exchange  notes  further  that,  with 
respect  to  such  indexes,  any  advisory 
committee,  supervisory  board  or  similar 
entity  that  advises  an  index  licensor  or 
administrator  or  that  makes  decisions 
regarding  the  index  composition, 
methodology  and  related  matters  must 
implement  and  maintain,  or  be  subject 
to,  procedures  designed  to  prevent  the 
use  and  dissemination  of  material,  . non¬ 
public  information  regarding  the 
applicable  index. 

Trading  Halts 

With  respect  to  trading  halts,  the 
Exchange  may  consider  all  relevant 
factors  in  exercising  its  discretion  to 
halt  or  suspend  trading  in  Trust 
Certificates.  Trading  may  be  halted 
because  of  market  conditions  or  for 
reasons  that,  in  the  view  of  the 
Exchange,  make  trading  in  Trust 
Certificates  inadvisable.  These  may 
include:  (1)  The  extent  to  which  trading 
is  not  occurring  in  the  underlying 
securities:  or  (2)  whether  other  unusual 
conditions  or  circumstances  detrimental 
to  the  maintenance  of  a  fair  and  orderly 
market  are  present.^** 


See  prospectus  for  Safety  First  Trust  Series 
2006-1,  dated  November  24,  2006  (Registration  No. 
333-135867/135867-10/135867-11). 

Pursuant  to  NYSE  Area  Rule  7.34(a),  the  NYSE 
Area  Marketplace  will  have  three  trading  sessions 
each  day  the  Corporation  is  open  for  business 
unless  otherwise  determined  by  the  Corporation: 

Opening  Session — begins  at  1  a.m.  (Pacific  Time) 
and  concludes  at  the  commencement  of  the  Core 
Trading  Session.  The  Opening  Auction  and  the 
Market  Order  Auction  shall  occur  during  the 
Opening  Session.  Core  Trading  Session — begins  for 
each  security  at  6:30  a.m.  (Pacific  Time)  or  at  the 
conclusion  of  the  Market  Order  Auction,  whichever 
comes  later,  and  concludes  at  1  p.m.  (Pacific  Time). 

Late  Trading  Session — begins  following  the 
conclusion  of  the  Core  Trading  Session  and 
concludes  at  5  p.m.  (Pacific  Time). 

See  NYSE  Area  Equities  Rule  7.12, 
Commentary  .04. 


Information  Dis.semination 

The  value  of  the  applicable  index 
relating  to  an  issue  of  Trust  Certificates, 
or,  for  Trust  Certificates  based  on 
multiple  indexes,  the  composite  value 
of  the  indexes,  will  be  calculated  and 
disseminated  on  at  least  a  15-second 
basis  with  respect  to  indexes  containing 
only  securities  listed  on  a  national 
securities  exchange,  or  on  at  least  a  60- 
second  basis  with  respect  to  indexes 
containing  foreign  country  securities. 

If  the  index  or  composite  value 
applicable  to  an  issue  of  Trust 
Certificates  is  not  being  disseminated  as 
required,  the  Exchange  may  halt  trading 
during  the  day  on  which  the 
interruption  first  occurs.  If  such 
interruption  persists  past  the  trading 
day  in  which  it  occurred,  the  Exchange 
will  halt  trading  no  later  than  the 
beginning  of  the  trading  day  following 
the  interruption. 

Quotation  and  last-sale  information 
will  be  disseminated  by  the  Exchange 
via  the  Consolidated  Tape.  In  addition, 
the  Exchange  will  disseminate  the 
composite  value  of  the  indexes,  as 
applicable,  via  the  Consolidated  Tape. 
The  values  of  the  indexes  noted  above 
relating  to  the  Trust  Certificates  to  be 
listed  on  the  Exchange  are  widely 
disseminated  by  major  market  data 
vendors  and  financial  publications. 

Surveillance 

The  Exchange  intends  to  utilize  its 
existing  surveillance  procedures 
applicable  to  derivative  products,  which 
will  include  Trust  Certificates,  to 
monitor  trading  in  the  securities.  The 
Exchange  represents  that  these 
procedures  are  adequate  to  properly 
monitor  Exchange  trading  of  the 
securities  in  all  trading  sessions  and  to 
deter  and  detect  violations  of  Exchange 
rules. 

The  Exchange’s  current  trading 
surveillance  focuses  on  detecting  when 
securities  trade  outside  their  normal 
patterns.  When  such  situations  are 
detected,  surveillance  analysis  follows 
and  investigations  are  opened,  where 
appropriate,  to  review  the  behavior  of 
all  relevant  parties  for  all  relevant 
trading  violations. 

The  Exchange  may  obtain  information 
via  ISG  from  other  exchanges  who  are 
members  of  the  ISG.  26 


For  issues  of  Trust  Certificates  based  on 
multiple  indexes,  the  Exchange  will  cause  to  be 
calculated  and  disseminated  a  composite  value  for 
such  indexes. 

For  a  list  of  current  members  of  the  ISG,  see 
http://www.isgportal.org.  The  Exchange  notes  that 
some  of  the  index  components  on  which  the  Trust 
Certificates  are  valued  may  trade  on  markets  that 
are  not  ISG  members.  The  Exchange  notes  further 
that,  as  of  October  30,  2008,  with  the  exceptions 


In  addition,  the  Exchange  also  has  a 
generally  policy  prohibiting  the 
distribution  of  material,  non-public 
information  by  its  employees. 

Information  Bulletin 

Prior  to  the  commencement  of 
trading,  the  Exchange  will  inform  its 
ETP  Holders  in  an  Information  Bulletin 
of  the  special  characteristics  and  risks 
associated  with  trading  an  issue  of  Trust 
Certificates  and  suitability 
recommendation  requirements. 

Specifically,  the  Information  Bulletin 
will  discuss  the  following:  (1)  The 
procedures  for  purchases  and 
redemptions  of  Trust  Certificates;  (2) 
NYSE  Area  Equities  Rule  9.2(a),  which 
imposes  a  duty  of  due  diligence  on  its 
ETP  Holders  to  learn  the  essential  facts 
relating  to  every  customer  prior  to 
trading  an  issue  of  Trust  Certificates: 
and  13)  trading  information. 

In  addition,  the  Information  Bulletin 
will  reference  that  an  issue  of  Trust 
Certificates  is  subject  to  various  fees  and 
expenses  described  in  the  applicable 
prospectus. 

2.  Statutory  Basis 

The  proposed  rule  change  is 
consistent  with  Section  6(b)  22  of  the  Act 
in  general  and  furthers  the  objectives  of 
Section  6(b)(5)  2®  in  particular  in  that  it 
is  designed  to  prevent  fi-audulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
regulating,  clearing,  settling,  processing 
information  with  respect  to,  and 
facilitating  transaction  in  securities, 
and,  in  general  to  protect  investors  and 
the  public  interest.  The  Exchange 
believes  that  the  proposal  will  facilitate 
the  listing  and  trading  of  additional 
types  of  commodity  and  currency-based 
investments  that  will  enhance 
competition  among  market  participants, 
to  the  benefit  of  investors  and  the 
marketplace. 

In  addition,  the  proposed  rule  change 
is  consistent  with  Rule  12f-5  29  under 


noted  below,  for  all  issues  of  Trust  Certificates 
described  above,  no  more  than  20%  of  the  dollar 
weight  in  the  aggregate  of  the  index  or  composite 
indexes,  as  applicable,  consists  of  component 
securities  having  their  primary  trading  market 
outside  the  United  States  on  foreign  trading  markets 
that  are  not  members  of  ISG  or  parties  to 
comprehensive  surveillance  sharing  agreements 
with  the  Exchange.  As  of  October  30,  2008,  for  AZP, 
ATA,  AHB  and  AKN,  20.56%  of  the  applicable 
composite  index  weights  consisted  of  non-U.S. 
securities  having  a  primary  trading  market  that  is 
not  an  ISG  member  or  is  not  a  party  to  a 
comprehensive  surveillance  sharing  agreement  with 
the  Exchange. 

22 15  U.S.C.  78f(b). 

2*15U.S.C.  78f(b)(5). 

29  17CFR  240.12f-5. 
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the  Exchange  Act  because  it  deems  the 
Shares  to  be  equity  securities,  thus 
rendering  the  Shares  subject  to  the 
Exchange’s  rules  governing  the  trading 
of  equity  securities. 

B.  Self-Regulatory  Organization 's 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Buie  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding  or 
(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

A.  By  order  approve  the  proposed  rule 
change:  or 

B.  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

The  Exchange  has  requested 
accelerated  approval  of  this  proposed 
rule  change  prior  to  the  30th  day  after 
the  date  of  publication  of  the  notice  of 
the  filing  thereof.  The  Commission  has 
determined  that  a  15-day  comment 
period  is  appropriate  in  this  case. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEArca-2008-123  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Secretary,  Securities  and  Exchange 


Commission,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEArca-2008-123.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  (http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  the  filing  also  will  be  available 
for  inspection  and  copying  at  the 
principal  office  of  the  Exchange.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-NYSEArca-2008-123  and 
should  be  submitted  on  or  before 
December  3,  2008. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority. 

Florence  E.  Harmon, 

Acting  Secretary. 

[FR  Doc.  E8-27251  Filed  11-17-08;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-58925;  File  No.  SR- 
NYSEArca-2008-104] 

Self-Regulatory  Organizations;  NYSE 
Area,  Inc.;  Order  Granting  Approval  of 
a  Proposed  Rule  Change  Relating  to 
Continued  Listing  Criteria  Applicable 
to  Equity  Linked  Notes  and  “Other 
Securities’’ 

November  10,  2008. 

I.  Introduction 

On  September  30,  2008,  NYSE  Area, 
Inc.  (“NYSE  Area”  or  “Exchange”), 


3“  17  CFR  200.30-3(a)(12). 


through  its  wholly  owned  subsidiary, 
NYSE  Area  Equities,  Inc.  (“NYSE  Area 
Equities”),  filed  with  the  Securities  and 
Exchange  Commission  (“Commission”) 
pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  ^  and  Rule  19b-4  thereunder,^  a 
proposed  rule  change  to  to  adopt  NYSE 
Area  Equities  Rules  5.5(i)  and  5.5(j)  to 
specify  continued  listing  criteria 
applicable  to  securities  listed  on  the 
Exchange  pursuant  to  NYSE  Area 
Equities  Rules  5.2(j)(l)  and  5.2(j)(2), 
respectively.  The  proposed  rule  change 
was  published  in  the  Federal  Register 
on  October  10,  2008.3  Commission 
received  no  comments  on  the  proposed 
rule  change.  This  order  approves  the 
proposed  rule  change. 

II.  Description 

The  Exchange  proposes  to  adopt 
NYSE  Area  Equities  Rules  5.5(i)  and 
5.5(j)  to  specify  continued  listing 
criteria  applicable  to  securities  listed  on 
the  Exchange  pursuant  to  NYSE  Area 
Equities  Rules  5.2(j)(l)  (“Other 
Securities”)  and  5.2(j)(2)  (“Equity 
Linked  Notes”  or  “ELNs”),  respectively. 

NYSE  Area  Equities  Rule  5.2(j)(l) 
provides  that  the  Exchange  will 
consider  listing  any  security  not 
otherwise  covered  by  the  requirements 
of  NYSE  Area  Equities  Rule  5.2  subject 
to  specified  initial  listing  requirements, 
including  minimum  number  of  publicly 
held  trading  units  and  minimum 
principal  amount/market  value,  the 
required  minimum  number  of  public 
beneficial  holders,  and  required  issuer’s 
total  assets  and  net  worth.  NYSE  Area 
Equities  Rule  5.2(j)(2)  sets  forth  initial 
listing  requirements  applicable  to  ELNs, 
including  numerical  listing  standards 
applicable  to  the  ELN’s  issuer,  the  issue 
itself,  and  the  underlying  security  for 
the  ELN. 

Securities  listed  under  NYSE  Area 
Equities  Rules  5.2(j)(l)  and  5.2(j)(2)  are 
subject  to  trading  suspension  or 
delisting  pursuant  to  standards  set  forth 
in  NYSE  Area  Equities  Rule  5.5(1) 
(“Other  Reasons  for  Suspending  or 
Delisting”).  Proposed  NYSE  Area 
Equities  Rules  5.5(i)  and  5.5(j)  would 
provide  that  NYSE  Area  Equities  will 
commence  delisting  or  removal 
proceedings  (unless  the  Commission  has 
approved  the  continued  trading  of  an 
issue  of  securities  listed  pursuant  to 
Rule  5.2(j)(l)  or  Rule  5.2(j)(2), 
respectively),  if  the  aggregate  market 
value  or  the  principal  amount  of  the 
securities  publicly  held  is  less  than 


>15  U.S.C.  78s(b)(l). 

3  17  CFR  240.19b-4. 

3  See  Securities  Exchange  Act  Release  No.  58720 
(October  2.  2008),  73  FR  60385. 
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$400,000,  or  if  such  other  event  shall 
occur  or  condition  exists  which  in  the 
opinion  of  the  NYSE  Area  Equities 
makes  further  dealings  on  NYSE  Area 
Equities  inadvisable. 

III.  Discussion  and  Commission’s 
Findings 

The  Commission  has  carefully 
reviewed  the  proposed  rule  change  and 
finds  tliat  it  is  consistent  with  the 
requirements  of  Section  6(b)  of  the  Act 
and  the  rules  and  regulations 
thereunder  applicable  to  a  national 
secvuities  exchange.®  In  particular,  the 
Commission  finds  that  the  proposed 
rule  change  is  consistent  with  Section 
6(b)(5)®  of  the  Act,  which  requires, 
among  other  things,  that  the  Exchange’s 
rules  be  designed  to  prevent  fraudulent 
and  manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
facilitating  transactions  in  securities, 
and  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest. 

The  Commission  believes  that  the 
proposed  $400,000  dollar  threshold 
should  help  to  ensure  a  minimum  level 
of  liquidity  for  products  listed  under 
NYSE  Area  Equities  Rules  5.2(j)(l)  and 
5.2(j)(2),  respectively.  The  Commission 
also  believes  that  the  proposed  rule 
change  should  provide  the  Exchange  the 
flexibility  to  commence  delisting 
proceedings  for  these  securities  should 
other  events  or  conditions  exist  that  call 
for  such  action.  The  Exchange  has 
represented  that  securities  listed  under 
NYSE  Area  Equities  Rules  5.2(j)(l)  and 
5.2(j)(2)  are  subject  to  trading 
suspension  or  delisting  pursuant  to 
standards  set  forth  in  Rule  5.5(1).  Taken 
together,  the  Commission  believes  that 
such  criteria  should  help  ensure  the 
maintenance  of  fair  and  orderly  markets 
for  such  securities.  Additionally,  the 
Commission  notes  that  the  proposed 
criteria  are  similar  to  those  continued 
listing  standards  currently  applicable  to 
certain  classes  of  securities  listed 
pursuant  to  NYSE  Area  Equities  Rule 
5.2(j).7 

IV.  Conclusion 

It  is  therefore  ordered,  pursuant  to 
Section  19(b)(2)  of  the  Act,®  that  the 


« 15  U.S.C.  78f(b). 

*  In  approving  this  proposed  rule  change,  the 
Ginunission  has  considered  the  proposed  rule’s 
impact  on  efficiency,  competition,  and  capital 
formation.  See  15  U.S.C.  78c(f). 

6 15  U.S.C.  78f(b){5). 

’’  See.  e.g.,  NYSE  Area  Equities  Rule  5.2(j)(4). 
*15  U.S.C.  78s(b)(2). 


proposed  rule  change  (SR-NYSEArca- 
2008-104)  be,  and  it  hereby  is, 
approved. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.® 

Florence  E.  Harmon, 

Acting  Secretary. 

(FR  Doc.  E8-27281  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8011-01-P 


SMALL  BUSINESS  ADMINISTRATION 

[Disaster  Declaration  #11449  and  #11450] 

Indiana  Disaster  Number  IN-00026 

AGENCY;  U.S.  Small  Business 
Administration. 

ACTION:  Amendment  5. 

SUMMARY:  This  is  an  amendment  of  the 
Presidential  declaration  of  a  major 
disaster  for  the  State  of  Indiana  (FEMA- 
1795-DR),  dated  09/23/2008. 

Incident:  Severe  Storms  and  Flooding. 
Incident  Period:  G9/1 2/2008  through 
10/06/2008. 

DATES:  Effective  Date:  11/05/2008. 

Physical  Loan  Application  Deadline 
Date:  11/24/2008. 

EIDL  Loan  Application  Deadline  Date: 
06/23/2009. 

ADDRESSES:  Submit  completed  loan 
applications  to;  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 
Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street,  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  Presidential  disaster  declaration 
for  the  State  of  INDIANA,  dated  09/23/ 
2008  is  hereby  amended  to  include  the 
following  areas  as  adversely  affected  by 
the  disaster: 

Primary  Counties:  (Physical  Damage 
and  Economic  Injury  Loans): 

Franklin,  Gibson,  Jasper,  Ohio, 
Orange,  Posey,  Ripley,  St.  Joseph, 
Vanderburgh,  Warrick. 

Contiguous  Counties:  (Economic  Injury 
Loans  Only): 

Indiana:  Benton,  Elkhart,  Fayette, 
Marshall,  Pulaski,  Rush,  Union, 
White. 

Illinois:  Gallatin,  White. 

Kentucky:  Henderson,  Union. 
Michigan:  Cass. 

All  other  information  in  the  original 
declaration  remains  unchanged. 


(Catalog  of  Federal  Domestic  Assistance 
Numbers  59002  and  59008) 

Herbert  L.  Mitchell, 

Associate  Administrator  for  Disaster 
Assistance. 

(FR  Doc.  E8-27269  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8025-01 -P 


SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #11432  and  #11433] 

Louisiana  Disaster  Number  LA-00021 

AGENCY:  U.S.  Small  Business 
Administration. 

ACTION:  Amendment  2. 

SUMMARY:  This  is  an  amendment  of  the 
Presidential  declaration  of  a  major  , 
disaster  for  the  State  of  Louisiana 
(FEMA-1 792-DR),  dated  09/13/2008. 
Incident:  Hurricane  Ike. 

Incident  Period:  09/11/2008  and 
continuing. 

EFFECTIVE  DATE:  11/04/2008. 

Physical  Loan  Application  Deadline 
Date:  12/11/2008. 

EIDL  Loan  Application  Deadline  Date: 
06/15/2009. 

ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 
Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street,  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  President’s  major  disaster 
declaration  for  the  State  of  Louisiana, 
dated  09/13/2008  is  hereby  amended  to 
extend  the  deadline  for  filing 
applications  for  physical  damages  as  a 
result  of  this  disaster  to  12/11/2008. 

All  other  information  in  the  original 
declaration  remains  unchanged. 

(Catalog  of  Federal  Domestic  Assistance 
Numbers  59002  and  59008) 

Herbert  L.  Mitchell, 

Associate  Administrator  for  Disaster 
Assistance. 

[FR  Doc.  E8-27268  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8025-01 -P 


SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #11464  and  #11465] 

Puerto  Rico  Disaster  Number  PR- 
00003 

AGENCY:  U.S.  Small  Business 
Administration. 

ACTION:  Amendment  3. 


9 17  CFR  200.30-3(a)(12). 
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summary:  This  is  an  amendment  of  the 
Presidential  declaration  of  a  major 
disaster  for  the  Commonwealth  of 
Puerto  Rico  (FEMA-1 798-DR  ),  dated 
10/01/2008. 

Incident:  Severe  Storms  and  Flooding. 
Incident  Period:  09/21/2008  through 
10/03/2008. 

DATES:  Effective  Date:  11/05/2008. 

Physical  Loan  Application  Deadline 
Date:  12/01/2008. 

EIDL  Loan  Application  Deadline  Date: 
07/01/2009. 

ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A. 
Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street,  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  Presidential  disaster  declaration 
for  the  State  of  PUERTO  RICO,  dated 
10/01/2008  is  hereby  amended  to 
include  the  following  areas  as  adversely 
affected  by  the  disaster: 

Primary  Municipalities:  (Physical 
Damage  and  Economic  Injury 
Loans):  Las  Piedras,  Naguabo. 
Contiguous  Municipalities:  (Economic 
Injury  Loans  Only): 

Puerto  Rico:  Ceiba,  Rio  Grande. 

All  other  information  in  the  original 
declaration  remains  unchanged. 

(Catalog  of  Federal  Domestic  Assistance 
Numbers  5900Z  and  59008) 

Herbert  L.  Mitchell, 

Associate  Administrator  for  Disaster 
Assistance. 

[FR  Doc.  E8-27270  Filed  11-17-08;  8:45  am) 
BILLING  CODE  8025-01 -P 


SMALL  BUSINESS  ADMINISTRATION 
[Disaster  Declaration  #11488] 

Texas  Disaster  Number  TX-00312 

AGENCY:  U.S.  Small  Business 
Administration. 

ACTION:  Amendment  2. 

SUMMARY:  This  is  an  amendment  of  the 
Presidential  declaration  of  a  major 
disaster  for  Public  Assistance  Only  for 
the  State  of  Texas  (FEMA-1 791 -DR), 
dated  09/13/2008. 

Incident:  Hurricane  Ike. 

Incident  Period:  09/07/2008  through 
10/02/2008. 

DATES:  Effective  Date:  11/05/2008. 

Physical  Loan  Application  Deadline 
Date;  11/12/2008. 

Economic  Injury  (EIDL)  Loan 
Application  Deadline  Date:  06/15/2009. 


ADDRESSES:  Submit  completed  loan 
applications  to:  U.S.  Small  Business 
Administration,  Processing  and 
Disbursement  Center,  14925  Kingsport 
Road,  Fort  Worth,  TX  76155. 

FOR  FURTHER  INFORMATION  CONTACT:  A.  ^ 
Escobar,  Office  of  Disaster  Assistance, 
U.S.  Small  Business  Administration, 

409  3rd  Street,  SW.,  Suite  6050, 
Washington,  DC  20416. 

SUPPLEMENTARY  INFORMATION:  The  notice 
of  the  President’s  major  disaster 
declaration  for  Private  Non-Profit 
organizations  in  the  State  of  Texas, 
dated  09/13/2008,  is  hereby  amended  to 
include  the  following  areas  as  adversely 
affected  by  the  disaster. 

Primary  Counties:  Brazos,  Calhoun, 
Cass,  Gregg,  Harrison,  Marion,  Morris, 
Panola,  Robertson,  Upshur. 

All  other  information  in  the  original 
declaration  remains  unchanged. 

(Catalog  of  Federal  Domestic  Assistance 
Numbers  59002  and  59008) 

Herbert  L.  Mitchell, 

Associate  Administrator  for  Disaster 
Assistance. 

[FR  Doc.  E8-27271  Filed  11-17-08;  8:45  am] 
BILLING  CODE  8025-01 -P 


DEPARTMENT  OF  STATE 

[Public  Notice  6427] 

in  the  Matter  of  the  Review  of  the 
Designations  of  the  Revolutionary 
People’s  Liberation  Party/Front  (DHKP/ 
C),  the  Revolutionary  Armed  Forces  of 
Colombia  (FARC),  and  the  Shining 
Path  (SL),  and  All  Designated  Aiiases, 
as  Foreign  Terrorist  Organizations 
Pursuant  to  Section  219  of  the 
Immigration  and  Nationality  Act,  as 
Amended 

Based  upon  a  review  of  the 
Administrative  Records  assembled  in  ‘ 
this  matter  pursuant  to  Section 
219(a)(4)(C)  of  the  Immigration  and 
Nationality  Act,  as  amended  (8  U.S.C. 
1189(a)(4)(C))  (“INA”),  and  in 
consultation  with  the  Attorney  General 
and  the  Secretary  of  the  Treasury,  I 
conclude  that  the  circumstances  that 
were  the  basis  for  the  2003  re¬ 
designations  of  the  aforementioned 
organizations  as  foreign  terrorist 
organizations  have  not  changed  in  such 
a  manner  as  to  warrant  revocation  of  the 
designations  and  that  the  national 
security  of  the  United  States  does  not 
warrant  a  revocation. 

Therefore,  I  hereby  determine  that  the 
designations  of  the  aforementioned 
organizations  as  foreign  terrorist 
organizations,  pursuant  to  Section  219 


of  the  INA  (8  U.S.C.  1189),  shall  be 
maintained. 

This  determination  shall  be  published 
in  the  Federal  Register. 

Dated:  November  7,  2008. 

John  D.  Negroponte, 

Deputy  Secretary  of  State.  Department  of 
State. 

[FR  Doc.  E8-27328  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4710-10-P 


SUSQUEHANNA  RIVER  BASIN 
COMMISSION 

Notice  of  Public  Hearing  and 
Commission  Meeting 

AGENCY:  Susquehanna  River  Basin 
Commission. 

ACTION:  Notice  of  public  hearing  and 
commission  meeting. 

SUMMARY:  The  Susquehanna  River  Basin 
Commission  will  hold  a  public  hearing 
as  part  of  its  regular  business  meeting 
beginning  at  8:30  a.m.  on  December  4, 
2008,  in  Bel  Air,  Maryland.  At  the 
public  hearing,  the  Commission  will 
consider:  (1)  Approval  of  certain  water 
resources  projects;  (2)  a  request  for 
extension  of  an  emergency  certificate 
issued  on  October  30.  2008;  and  (3) 
adjustments  to  the  SRBC  Project  Fee 
Schedule.  Details  concerning  the 
matters  to  be  addressed  at  the  public 
hearing  and  business  meeting  are 
contained  in  the  Supplementary 
Information  section  of  this  notice. 

OATES:  December  4,  2008. 

ADDRESSES:  Harford  Community 
College — Chesapeake  Center,  401 
Thomas  Run  Road,  Bel  Air,  Maryland 
21015. 

FOR  FURTHER  INFORMATION  CONTACT: 

Richard  A.  Caircr,  General  Counsel, 
telephone:  (717)  238-0423,  ext.  306; /ax: 
(717)  238-2436;  e-mail:  rcairo@srbc.net 
or  Stephanie  L.  Richardson,  Secretary  to 
the  Commission,  telephone:  (717)  238- 
0423,  ext.  304; /ax;  (717)  238-2436;  e- 
mail:  srichardson@srbc.net. 
SUPPLEMENTARY  INFORMATION:  In 
addition  to  the  public  hearing  and  its 
related  action  items  identified  below, 
the  business  meeting  also  includes 
actions  or  presentations  on  the 
following  items:  (1)  “Water  for 
Maryland’s  Future:  What  We  Must  Do 
Today’’  by  SRBC  Maryland  Member  Dr. 
Robert  Summers,  (2)  present  hydrologic 
conditions  of  the  basin,  (3)  a  revised 
Comprehensive  Plan  for  the  Water 
Resources  of  the  Susquehanna  River 
Basin,  (4)  a  final  rulemaking  action 
regarding  consumptive  use  by  gas  well 
development  projects,  (5)  certain  grant 
applications  and  contracts;  (6)  the  FY 
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2008  Audit  Report;  (7)  an  additional 
expenditure  of  up  to  $500,000  for  the 
Whitney  Point  Lake  Section  1135 
Project  Modification,  and  (8)  an 
expenditure  of  up  to  $65,000  to  replace 
three  main  computer  servers.  The 
Commission  will  also  hear  a  Legal 
Counsel’s  report. 

Public  Hearing — Projects  Scheduled  for 
Action 

1.  Project  Sponsor  and  Facility: 
Chesapeake  Appalachia,  LLC  (for 
operations  in  Broome,  Chenango, 
Cortland,  Delaware,  Steuben,  and 
Tomkins  Counties,  N.Y.,  and  Blair, 
Cambria,  Cameron,  Centre,  Clearfield, 
Clinton,  Columbia,  Elk,  Lackawanna, 
Luzerne,  Lycoming,  Sullivan,  Tioga,  and 
Wayne,  Counties,  Pa.)  (previously 
approved  for  operations  in  Chemung 
and  Tioga  Counties,  N.Y.,  and  Bradford, 
Susquehanna,  and  Wyoming  Counties, 
Pa.).  Modification  to  increase 
consumptive  water  use  from  2.075  mgd 
(peak  day)  up  to  20.000  mgd  from 
various  surface  water  sources  and  the 
following  previously  approved  public 
water  suppliers:  Towanda  Municipal 
Authority,  Aqua  Pennsylvania,  Inc. — 
Susquehanna  Division,  Canton  Borough 
Authority,  and  Borough  of  Troy. 

2.  Project  Sponsor  and  Facility:  Chief 
Oil  &  Gas  LLC  (for  operations  in 
Clearfield  County,  Pa.).  Application  for 
consumptive  water  use  of  up  to  5.000 
mgd  from  various  surface  water  sources 
and  the  following  public  water 
suppliers:  BCI  Municipal  Authority  and 
Jersey  Shore  Joint  Water  Authority. 

3.  Project  Sponsor  and  Facility:  Chief 
Oil  &  Gas  LLC  (Clearfield  Creek),  Boggs 
Township,  Clearfield  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  2.000  mgd. 

4.  Project  Sponsor  and  Facility:  Chief 
Oil  &  Gas,  LLC  (Pine  Creek),  Cummings 
Township,  Lycoming  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.099  mgd. 

5.  Project  Sponsor  and  Facility:  Citrus 
Energy  (for  operations  in  Wyoming 
County,  Pa.).  Application  for 
consumptive  water  use  of  up  to  5.000 
mgd  from  various  surface  water  sources. 

6.  Project  Sponsor  and  Facility:  Citrus 
Energy  (North  Branch  Susquehanna 
River),  Washington  Township, 

Wyoming  County,  Pa.  Application  for 
surface  water  withdrawal  of  up  to  0.499 
mgd. 

7.  Project  Sponsor  and  Facility: 
Dillsburg  Area  Authority,  Franklin 
Township,  York  County,  Pennsylvania. 
Application  for  groundwater 
withdrawal  of  0.022  mgd  ft-om  Well  1. 

8.  Project  Sponsor  and  Facility: 
Dillsburg  Area  Authority,  Franklin 
Township,  York  County,  Pennsylvania. 


Application  for  groundwater 
withdrawal  of  0.101  mgd  from  Well  3. 

9.  Project  Sponsor  and  Facility: 
EXCO-North  Coast  Energy,  Inc.  (for 
operations  in  Centre  County,  Pa.). 
Application  for  consumptive  water  use 
of  up  to  5.000  mgd  from  various  water 
sources. 

10.  Project  Sponsor  and  Facility: 
EXCO-North  Coast  Energy,  Inc. 
(unnamed  tributary  to  Sandy  Run), 
Burnside  Township,  Centre  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.300  mgd. 

11.  Project  Sponsor  and  Facility: 
Fortuna  Energy  Inc.  (Towanda  Creek), 
Franklin  Township,  Bradford  County, 
Pa.  Application  for  surface  water 
withdrawal  of  up  to  0.250  mgd. 

12.  Project  Sponsor  and  Facility:  J-W 
Operating  Company  (for  operations  in 
Cameron,  Clearfield,  and  Elk  Counties, 
Pa.).  Application  for  consumptive  water 
use  of  up  to  4.500  mgd  from  various 
surface  water  sources  and  the  following 
public  water  supplier:  Emporium  Water 
Company. 

13.  Project  Sponsor  and  Facility:  J-W 
Operating  Company  (Abandoned  Mine 
Pool),  Shippen  Township,  Cameron 
County,  Pa.  Application  for  surface 
water  withdrawal  of  up  to  0.090  mgd. 

14.  Project  Sponsor:  J-W  Operating 
Company  (Driftwood  Branch — 
Sinnemahoning  Creek),  Lumber 
Township,  Cameron  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.245  mgd. 

15.  Project  Sponsor  and  Facility:  J-W 
Operating  Company  (Sterling  Run), 
Lumber  Township,  Cameron  County, 

Pa.  Application  for  surface  water 
withdrawal  of  up  to  0.026  mgd. 

16.  Project  Sponsor:  KBK-HR 
Associates  LLC.  Project  Facility:  Honey 
Run  Golf  Club,  Dover  Township,  York 
County,  Pa.  Application  for 
consumptive  water  use  of  up  to  0.382 
mgd. 

17.  Project  Sponsor:  KBK-HR 
Associates  LLC.  Project  Facility:  Honey 
Run  Golf  Club,  Dover  Towmship,  York 
County,  Pa.  Application  for  surface 
water  withdrawal  of  up  to  0.382  mgd 
from  Honey  Run. 

18.  Project  Sponsor:  KBK-HR 
Associates  LLC.  Project  Facility:  Honey 
Run  Golf  Club,  Dover  Township,  York 
County,  Pa.  Application  for  surface 
water  withdrawal  of  up  to  1.440  mgd 
from  Little  Conewago  Creek. 

19.  Project  Sponsor  and  Facility:  New 
Oxford  Foods,  LLC,  New  Oxford 
Borough,  Adams  County,  Pa. 
Applications  for  consumptive  water  use 
of  up  to  0.380  mgd  and  groundwater 
withdrawal  of  0.035  mgd  from  Well  1. 

20.  Project  Sponsor:  PPL  Holtwood, 
LLC.  Project  Facility:  Holtwood 


Hydroelectric  Station,  Martic  and 
Conestoga  Townships,  Lancaster 
County,  and  Chanceford  and  Lower 
Chanceford  Townships,  York  County, 

Pa.  Applications  for  amendment  to 
existing  FERC  license  (FERC  Project  No. 
1881)  and  for  redevelopment  of  the 
project  with  modification  of  its 
operations  on  the  lower  Susquehanna 
River,  including  the  addition  of  a 
second  power  station  and  associated 
infrastructure. 

21.  Project  Sponsor  and  Facility:  Rex 
Energy  Corporation  (Upper  Little 
Surveyor  Run),  Girard  Township, 
Clearfield  County,  Pa.  Application  for 
surface  water  withdrawal  of  up  to  0.400 
mgd. 

22.  Project  Sponsor  and  Facility:  Rex 
Energy  Corporation  (Lower  Little 
Surveyor  Run),  Girard  Township, 
Clearfield  County,  Pa.  Application  for 
surface  water  withdrawal  of  up  to  0.400 
mgd. 

23.  Project  Sponsor:  Sunbury 
Generation  LP.  Project  Facility:  Sunbury 
Generation  Facility,  Monroe  Township 
and  Shamokin  Dam  Borough,  Snyder 
County,  Pa.  Applications  for 
consumptive  water  use  of  up  to  6.025 
mgd  and  surface  water  withdrawal  of  up 
to  354.000  mgd. 

24.  Project  Sponsor  and  Facility: 

Turm  Oil,  Inc.  (for  operations  in 
Susquehanna  County.  Pa.).  Application 
for  consumptive  water  use  of  up  to 
5.000  mgd  from  various  surface  water 
sources  and  the  following  public  water 
suppliers:  Dushore  Water  Authority  and 
Towanda  Municipal  Authority. 

25.  Project  Sponsor  and  Facility: 

Turm  Oil,  Inc.  (Deer  Lick  Creek),  Rush 
Township,  Susquehanna  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.249  mgd. 

26.  Project  Sponsor  and  Facility: 

Turm  Oil,  Inc.  (East  Branch  Wyalusing 
Creek),  Rush  Township,  Susquehanna 
County,  Pa.  Application  for  surface 
water  withdrawal  of  up  to  0.249  mgd. 

27.  Project  Sponsor  and  Facility: 

Turm  Oil,  Inc.  (Elk  Lake  Stream),  Rush- 
Township,  Susquehanna  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.249  mgd. 

28.  Project  Sponsor  and  Facility: 

Turm  Oil,  Inc.  (Main  Branch  Wyalusing 
Creek),  Rush  Township,  Susquehanna 
County,  Pa.  Application  for  surface 
water  withdrawal  of  up  to  0.249  mgd. 

29.  Project  Sponsor  and  Facility:  Ultra 
Resources  (for  operations  in  Tioga  and 
Potter  Counties,  Pa.).  Application  for 
consumptive  water  use  of  up  to  4.990 
mgd  from  various  surface  water  sources 
and  the  following  public  water  supplier: 
Galeton  Borough  Authority. 

30.  Project  Sponsor  and  Facility:  Ultra 
Resources  (Cowanesque  River), 
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Deerfield  Township,  Tioga  County,  Pa. 
Application  for  surface  water 
withdrawal  of  up  to  0.217  mgd. 

31.  Project  Sponsor  and  Facility:  Ultra 
Resources  (Elk  Run),  Gaines  Township, 
Tioga  County,  Pa.  Application  for 
surface  water  withdrawal  of  up  to  0.020 
mgd. 

32.  Project  Sponsor  and  Facility:  Ultra 
Resources  (Pine  Creek),  Pike  Township, 
Potter  County,  Pa.  Application  for 
surface  water  withdrawal  of  up  to  0.430 
mgd. 

Public  Hearing — Request  To  Extend 
Emergency  Certiflcate 

1.  CAN  DO,  Inc.,  Hazle  Township, 
Luzerne  County,  Pa. — Request  to  again 
extend  the  emergency  use  of  Site  14 
Test  Well  to  serve  Humbolt  Industrial 
Park,  last  extended  at  the  September  11, 
2008,  meeting. 

Public  Hearing — Project  Fee  Schedule 

1.  The  Commission  will  consider  CPI 
and  other  adjustments  to  its  Project  Fee 
Schedule  as  directed  by  Resolution 
2005-03. 

Opportunity  To  Appear  and  Comment 

Interested  parties  may  appear  at  the 
above  hearing  to  offer  written  or  oral 
comments  to  the  Commission  on  any 
matter  on  the  hearing  agenda,  or  at  the 
business  meeting  to  offer  written  or  oral 
comments  on  other  matters  scheduled 
for  consideration  at  the  business 
meeting.  The  chair  of  the  Commission 
reserves  the  right  to  limit  oral 
statements  in  the  interest  of  time  and  to 
otherwise  control  the  course  of  the 
hearing  and  business  meeting.  Written 
comments  may  also  be  mailed  to  the 
Susquehanna  River  Basin  Commission, 
1721  North  Front  Street,  Harrisburg, 
Pennsylvania  17102-2391,  or  submitted 
electronically  to  Richard  A.  Cairo, 
General  Counsel,  e-mail:  rcairo@srbc.net 
or  Stephanie  L.  Richardson,  Secretary  to 
the  Commission,  e-mail: 
srichardson@srbc.net.  Comments  mailed 
or  electronically  submitted  must  be 
received  prior  to  December  4,  2008,  to 
be  considered. 

Authority:  Public  Law  91-575,  84  Stat. 

1509  et  seq.,  18  CFR  Parts  806,  807,  and  808. 

Dated:  November  4,  2008. 

Thomas  W.  Beauduy, 

Deputy  Director. 

(FR  Doc.  E8-27319  Filed  11-17-08;  8:45  am] 
BILLING  CODE  7040-01 -P 


DEPARTMENT  OF  TRANSPORTATION 

Office  of  the  Secretary 

[Docket  Number  DOT-OST-2008-0320] 

Request  for  0MB  Clearance  of  an 
Information  Collection 

AGENCY:  Office  of  the  Secretary  (OST), 
DOT. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  of  1995,  (44 
U.S.C.  3501  et  seq.),  the  U.S. 

Department  of  Transportation  invites 
the  general  public,  industry  and  other 
governmental  parties  to  comment  on  the 
information  collection  request  (ICR) 
OMB  No.  2105-0009,  Advisory 
Committee  Candidate  Biographical 
Information  Request  Form.  The  current 
information  collection  request  approved 
by  the  Office  of  Management  and 
Budget  (OMB)  expires  on  March  31, 
2009. 

DATES:  Written  comments  should  be 
submitted  by  January  20,  2009. 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
L.  Hough,  Committee  Management 
Officer,  Executive  Secretariat,  U.S. 
Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  Washington, 
DC  20590-0001  or  telephone:  (202)  366- 
4277.  Refer  to  OMB  Control  No.  2105- 
0009. 

ADDRESSES:  You  may  submit  comments 
to  DOT-OST-2008-0320  through  one  of 
the  following  methods:  Web  site: 
http://www.regulations.gov.  Follow  the 
instructions  for  submitting  comments 
on  the  DOT  electronic  docket  site. 

Fax:  1-202-493-2251. 

Mail:  Docket  Management  Facility; 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  West  Building, 
Room  W12-140,  Washington,  DC 
20590-001. 

Hand  Delivery:  Room  W12-140  on  the 
ground  level  of  the  West  Building,  1200 
New  Jersey  Avenue,  SE.,  Washington, 
DC,  between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Wednesday  and 
Federal  Holidays. 

Instructions:  All  comments  must 
include  the  agency  name  and  DOT- 
OST-2008-0320.  Note  that  all 
comments  received  will  be  posted 
without  change  to  http:// 
www.reguIations.gov,  including 
personal  information  provided.  You 
should  know  that  anyone  is  able  to 
search  the  electronic  form  of  all 
comments  received  into  any  of  our 
dockets  by  the  name  of  the  individual 
submitting  the  comment  (or  signing  the 
comment,  if  submitted  on  behalf  of  an 


association,  business,  labor  union,  etc.) 
You  may  review  DOT’S  complete 
Privacy  Act  Statement  in  the  Federal 
Register  published  on  (insert  date  of 
published)  (FRN  citation)  or  you  may 
visit  http://www.reguIations.gov. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments,  go  to  http:// 
www.regulations.gov  at  any  time  or  to 
Room  W12-140  on  the  ground  level  of 
the  West  Building,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
9  a.m.  and  5  a.m.,  Monday  through 
Friday,  except  Wednesday  and  Federal 
holidays. 

If  you  wish  to  receive  confirmation  of 
receipt  of  your  written  comments, 
please  include  a  self-addressed, 
stamped  postcard  with  the  following 
statement:  “Comments  on  Docket  DOT- 
OST-2008-0320.”  The  Docket  Clerk 
will  date  stamp  the  postcard  prior  to 
returning  it  to  you  via  the  U.S.  mail. 
Please  note  that  due  to  delays  in  the 
delivery  of  U.S.  mail  to  Federal  offices 
in  Washington,  DC,  we  recommend  that 
persons  consider  an  alternative  method 
(Internet,  fax,  or  professional  delivery 
service)  to  submit  comments  to  the 
docket  and  ensure  their  timely  receipt  at 
U.S.  DOT. 

SUPPLEMENTARY  INFORMATION: 

Title:  Advisory  Committee  Candidate 
Biographical  Information  Request. 

OMB  Control  No.:  2105-0009. 

Type  of  Review:  Extension  without 
change  for  currently  approved 
information  collection. 

Form  No.:  DOT  Fl  120.1. 

Abstract:  The  requested  extension  of 
the  approved  control  number  covers  the 
information  collection  request  (ICR) 
OMB  No.  2105-0009,  “Advisory 
Committee  Candidate  Biographical 
Information  Request,”  and  will  be  used 
to  gather  information  from  individuals 
interested  in  appointment  to  an 
advisory  committee  and  individuals 
who  have  been  recommended  for  a 
membership  on  an  advisory  committee 
to  ensure  fair  and  balanced 
membership. 

Respondents:  Individuals  who  have 
contacted  DOT  to  indicate  interest  in 
appointment  to  an  advisory  committee 
and  individuals  who  have  been 
recommended  for  membership  on  an 
advisory  committee.  Only  one  collection 
is  expected  per  individual. 

Number  of  Respondents:  100 
annually. 

Estimated  Time  per  Response:  15 
minutfes. 

Total  Annual  Burden:  25  hours. 

Comments  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
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of  the  functions  of  the  Department, 
including  whether  the  information  will 
be  have  practical  utility:  (b)  the 
accuracy  of  the  Department’s  estimate  of 
burden  of  the  proposed  information 
collection:  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  collection:  and  (d)  ways  to 
minimize  the  collection  of  information 
on  the  respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology 
without  reducing  the  quality  of  the 
information  collected. 

All  comments  will  become  a  matter  of 
public  record. 

Issued  in  Washington,  DC.  on  November 
10,  2008. 

Tracey  M.  Jackson, 

Office  of  the  Chief  Information  Officer. 

(FR  Doc.  E8-27325  Filed  11-17-08;  8:45  am) 
BH.UNG  CODE  491&-9X-P 


I  DEPARTMENT  OF  TRANSPORTATION 

[ 

I  Federal  Aviation  Administration 

j  Office  of  Commercial  Space 

I  Transportation;  Notice  of  Availability 

I  and  Request  for  Comment  on  a  Final 

j  Environmental  Impact  Statement  (EIS) 

I  for  the  Spaceport  America  Commercial 

Launch  Site,  Sierra  County,  NM 

AGENCY:  The  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation. 

ACTION:  Notice  of  Availability. 

SUMMARY:  In  accordance  with  National 
Environmental  Policy  Act  (NEPA) 
regulations  and  FAA  Order  1050.1E, 
Change  1,  the  FAA  is  announcing  the 
availability  of  Final  EIS  for  the 
Spaceport  America  Commercial  Launch 
Site,  Sierra  County,  New  Mexico.  The 
FAA,  Office  of  Commercial  Space 
Transportation  is  the  lead  Federal 
j  agency  for  the  development  of  this  EIS. 
Cooperating  agencies  include  the 
Bureau  of  Land  Management:  the 
I  National  Park  Service:  United  States 
j  Army,  White  Sands  Missile  Range 
I  (WSMR):  and  the  National  Aeronautics 

I  and  Space  Administration. 

I  The  Final  EIS  was  prepared  in 

response  to  an  application  for  a  Launch 
Site  Operator  License  from  the  New 
Mexico  Spaceport  Authority  (NMSA). 

1  Under  the  Proposed  Action,  the  FAA 
would  issue  a  Launch  Site  Operator 
License  to  NMSA  to  operate  a  launch 
facility  capable  of  accommodating  both 
I  horizontal  and  vertical  launches  of 

I  suborbital  launch  vehicles  (LVs).  The 

I  vehicles  may  carry  space  flight 

I  participants,  scientific  experiments,  or 

I  other  payloads.  The  proposed  site  is 


located  in  Sierra  County,  approximately 
30  miles  southeast  of  Truth  or 
Consequences,  New  Mexico,  and  45 
miles  north  of  Las  Cruces,  New  Mexico. 
The  Final  EIS  also  addresses  the 
potential  environmental  impacts  of 
issuing  a  Launch  Site  Operator  License 
for  horizontal  launches  only 
(Alternative  1),  vertical  launches  only 
(Alternative  2),  and  the  No  Action 
Alternative. 

The  FAA  submitted  the  Final  EIS  to 
the  Environmental  Protection  Agency 
(EPA).  EPA  will  post  a  separate 
notification  in  the  Federal  Register 
announcing  the  availability  of  the  Final 
EIS.  The  FAA  will  issue  a  Record  of 
Decision  no  sooner  than  30  days 
following  EPA’s  notice  in  the  Federal 
Register.  The  Record  of  Decision  will  be 
published  in  the  Federal  Register. 

The  FAA  has  posted  the  Final  EIS  on 
the  FAA  Web  site  at  http://ast.faa.gov. 

In  addition,  CDs  of  the  Final  EIS  were 
sent  to  persons  and  agencies  on  the 
distribution  list  (found  in  Chapter  8  of 
the  Final  EIS).  A  paper  copy  and  a  CD 
version  of  the  Final  EIS  may  be 
reviewed  for  comment  during  regular 
business  hours  at  the  following 
locations: 

Hatch  Public  Library,  P.O.  Box  289, 
Hatch,  NM  87937: 

Sunland  Park  Community  Library,  984 
McNutt  Road,  Bldg.  F-10,  Sunland 
Park,  NM  88063: 

Thomas  Branigan  Memorial  Library,  200 
E  Picacho  Ave,  Las  Cruces,  NM 
88001: 

Valley  Public  Library,  136  N  Main, 
Anthony,  NM  88021: 

Alamogordo  Public  Library,  920  Oregon 
Ave,  Alamogordo,  NM  88310: 
Mescalero  Community  Library,  101 
Central  Ave,  Mescalero,  NM  88340: 
Michael  Nivision  Library,  90  Swallow 
Place,  Cloudcroft,  NM  88317: 

Truth  or  Consequences  Public  Library, 
325  Library  Lane,  Truth  or 
Consequences,  NM  87901: 

Truth  or  Consequences  Public  Library — 
Downtown,  401  Foch  St,  Truth  or 
Consequences,  NM  87901. 

Additional  Information:  Under  the 
Proposed  Action,  the  FAA  would  issue 
a  Launch  Site  Operator  License  to 
NMSA  that  would  allow  the  State  to 
operate  the  proposed  Spaceport 
America  Commercial  Launch  Site  for 
both  horizontal  and  vertical  suborbital 
LV  launches.  Horizontal  LVs  would 
launch  and  Icmd  at  the  proposed 
Spaceport  America  airfield.  Vertical  LVs 
would  launch  from  Spaceport  America 
and  either  land  at  Spaceport  America  or 
at  WSMR.  Rocket-powered  vertical 
landing  vehicles  would  land  on  either 
the  Spaceport  America  airfield  or  a 
vertical  launch/landing  pad. 


In  addition,  the  Proposed  Action 
includes  construction  of  facilities 
needed  to  support  the  licensed  launch 
activities  at  the  proposed  launch  site. 
Development  of  Spaceport  America 
infrastructure  would  occur  in  two 
phases.  The  total  area  of  land  disturbed 
by  construction  would  be  approximately 
970  acres:  the  total  area  of  the  final 
facilities  footprint  would  be 
approximately  145  acres.  The  proposed 
Spaceport  America  boundary  would 
encompass  approximately  26  square 
miles.  This  area  currently  contains  both 
State  and  private  land. 

Operational  activities  in  support  of 
the  Proposed  Action  would  begin  as 
soon  as  the  phased  construction 
activities  related  to  the  Proposed  Action 
were  completed.  The  operational 
activities  that  may  have  environmental 
consequences  and  would  support,  either 
directly  or  indirectly,  licensed  launches 
include: 

•  Transport  of  Launch  Vehicles  to  the 
Assembly  or  Staging  Areas. 

•  Transport  and  Storage  of  Rocket 
Propellants  and  Other  Fuels. 

•  Launch,  Landing  and  Recovery 
Activities  for  Horizontal  Vehicles. 

•  Launch,  Landing  and  Recovery 
Activities  for  Vertical  Vehicles. 

•  Other  Activities 

— Ground-Based  Tests  and  Static 
Firings. 

— Training. 

— X  Prize  Cup  Events. 

The  FAA  identified  two  alternatives 
and  the  No  Action  Alternative  to  the 
Proposed  Action,  which  are  considered 
in  the  Final  EIS.  Under  Alternative  1, 
FAA  would  consider  issuing  a  Launch 
Site  Operator  License  only  for  the 
operation  of  a  launch  site  to  support 
horizontal  launches.  This  is  considered 
a  feasible  alternative  because  a 
significant  number  of  launches  of 
horizontal  LVs  are  projected,  and  most 
X  Prize  Cup  activities  would  be  located 
at  the  airfield. 

Under  Alternative  2,  FAA  would 
consider  issuing  a  Launch  Site  Operator 
License  only  for  the  operation  of  a 
launch  site  to  support  vertical  launches. 
This  is  considered  a  feasible  alternative 
because  a  significant  number  of 
launches  are  projected  to  be.  of  vertical 
LVs. 

Under  the  No  Action  Alternative,  the 
FAA  would  not  issue  a  Launch  Site 
Operator  License  to  the  NMSA. 
Subsequently,  the  need  to  support 
commercial  launches  and  host  the  X 
Prize  Cup  would  not  be  met  by  the  State 
of  New  Mexico. 

Resource  areas  were  considered  to 
provide  a  context  for  understanding  and 
assessing  the  potential  environmental 
effects  of  the  Proposed  Action,  with 
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attention  focused  on  key  issues.  The 
resource  areas  considered  included 
compatible  land  use;  Section  4(f)  lands 
and  farmlands;  noise;  visual  resources 
and  light  emissions;  historical, 
architectural,  archaeological,  and 
cultural  resources;  air  quality;  water 
quality,  wetlands,  wild  and  scenic 
rivers,  coastal  resources,  and 
floodplains;  fish,  wildlife,  and  plants; 
hazardous  materials,  pollution 
prevention,  and  solid  waste; 
socioeconomics,  environmental  justice, 
and  children’s  environmental  health 
and  safety  risks;  and  energy  supply  and 
natural  resources.  Construction  impacts 
and  secondary  (induced)  impacts  are 
also  considered.  Additional  analyses 
considered  in  the  appendices  include 
geology  and  soils;  mineral  resources;  air 
space;  health  and  safety;  and 
transportation. 

FOR  FURTHER  INFORMATION  CONTACT: 

Stacey  M.  Zee  (AST-100),  Office  of 
Commercial  Space  Transportation,  800 
Independence  Avenue,  SW.,  Room  331, 
Washington,  DC  20591,  telephone  (202) 
267-9305;  e-mail  Stacey. ze^f aa.gov. 

Issued  in  Washington,  DC  on  November  6, 
2008. 

Michael  McElligott, 

Manager,  Space  Systems  Development 
Division. 

[FR  Doc.  E8-27149  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

1st  Meeting — Special  Committee  221 — 
Aircraft  Secondary  Barriers 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  RTCA  special 
committee  221  meeting. 

SUMMARY:  The  FAA  is  issuing  this  notice 
to  advise  the  public  of  a  meeting  of 
RTCA  Special  Committee  221:  Aircraft 
Secondary  Barriers. 

DATES:  The  meeting  will  be  held 
December  3-4,  2008  from  9  a.m.  to  5 
p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
RTCA,  Inc.,  MacIntosh-NBAA  and 
Hilton-ATA  Rooms,  1828  L  Street,  NW., 
Suite  805,  Washington,  DC  20036. 

FOR  FURTHER  INFORMATION  CONTACT: 
RTCA  Secretariat,  1828  L  Street,  NW., 
Suite  805,  Washington,  DC  20036; 
telephone  (202)  833-9339;  fax  (202) 
833-9434;  Web  site  http://www.rtca.org. 
SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  10(a)(2)  of  the  Federal 
Advisory  Committee  Act  (Pub.  L.  92- 


463,  5  U.S.C.,  Appendix  2),  notice  is 
hereby  given  for  a  Special  Committee 
221,  Aircraft  Secondary  Barriers.  The 
agenda  will  include: 

•  Opening  Plenary  (Welcome/ 
Introductions/ Administrative  Remarks , 
Agenda  Overview,  RTCA  Overview). 

•  Secondary  Barrier — Background/ 
History. 

•  Current  Committee  Scope,  Terms  of 
Reference  Overview. 

•  Presentation,  Discussion, 
Recommendations. 

•  Organization  of  Work,  Assign  Tasks 
and  Workgroups. 

•  Presentation,  Discussion, 
Recommendations. 

•  Assignment  of  Responsibilities. 

•  Closing  Plenary  (Other  Business, 
Establish  Agenda  for  Next  Meeting,  Date 
and  Place  of  Next  Meeting,  Adjourn). 

Attendance  is  open  to  the  interested 
public  but  limited  to  space  availability. 
With  the  approval  of  the  chairmen, 
members  of  the  public  may  present  oral 
statements  at  the  meeting.  Persons 
wishing  to  present  statements  or  obtain 
information  should  contact  the  person 
listed  in  the  FOR  FURTHER  INFORMATION 
CONTACT  section.  Members  of  the  public 
may  present  a  written  statement  to  the 
committee  at  any  time. 

Issued  in  Washington,  DC,  on  November 
10,  2008. 

Francisco  Estrada  C., 

RTCA  Advisory  Committee. 

[FR  Doc.  E8-27276  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-13-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Highway  Administration 

Buy  America  Waiver  Notification 

agency:  Federal  Highway 
Administration  (FHWA),  DOT. 
action:  Notice. 

SUMMARY:  This  notice  provides 
information  regarding  the  FHWA’s 
finding  that  a  Buy  America  waiver  is 
appropriate  for  certain  steel  products 
used  in  Federal-aid  construction 
projects  in  Oregon  and  the  City  of  San 
Diego,  CA. 

DATES:  The  effective  date  of  the  waiver 
is  November  19,  2008. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
questions  about  this  notice,  please 
contact  Mr.  Gerald  Yakowenko,  FHWA 
Office  of  Program  Administration,  (202) 
366-1562,  geraId.yakowenko@dot.gov. 
For  legal  questions,  please  contact  Mr. 
Michael  Harkins,  FHWA  Office  of  the 
Chief  Counsel,  (202)  366-4928, 
michael.harkins@dot.gov.  Office  hours 
for  the  FHWA  are  from  7:45  a.m.  to  4:15 


p.m.,  e.t.,  Monday  through  Friday, 
except  Federal  holidays. 

SUPPLEMENTARY  INFORMATION: 

Electronic  Access 

An  electronic  copy  of  this  document 
may  be  downloaded  from  the  Federal 
Register’s  home  page  at:  http:// 
www.archives.gov  and  the  Government 
Printing  Office’s  database  at:  http:// 
www.access.gpo.gov/nara. 

Background 

The  FHWA’s  Buy  America  policy  in 
23  CFR  635.410  requires  a  domestic 
manufacturing  process  for  any  steel  or 
iron  products  (including  protective 
coatings)  that  are  permanently 
incorporated  in  a  Federal-aid 
construction  project.  The  regulation  also 
provides  for  a  waiver  of  the  Buy 
America  requirements  when  the 
application  would  be  inconsistent  with 
the  public  interest  or  when  satisfactory 
quality  domestic  steel  and  iron  products 
are  not  sufficiently  available.  This 
notice  provides  information  regarding 
the  FHWA’s  finding  that  a  Buy  America 
waiver  is  appropriate  for  two  specific 
cases. 

In  accordance  with  section  130  of 
Division  K  of  the  “Consolidated 
Appropriations  Act,  2008’’  (Pub.  L.  110- 
161),  the  FHWA  published  on  its  Web 
site  two  notices  of  intent  to  issue  Buy 
America  waivers:  (1)  A  waiver  for  two 
custom  built  motor  control  centers  and 
stainless  steel  products  for  the  Siuslaw 
River  moveable  bridge  project  in  Oregon 
http://www.fhwa.dot.gov/construction/ 
contracts/waivers.cfm?id=21  on 
September  23rd;  and  (2)  a  waiver  for 
bridge  suspender  cable,  spider  fittings, 
wire  mesh,  and  grade  2205  plate  (for 
experimental  research)  in  the  City  of 
San  Diego,  CA,  http:// 
www.fhwa.dot.gov/construction/ 
contracts/waivers.cfm?id=20  on 
September  30th.  The  FHWA  received  no 
comments  in  response  to  the  two 
custom  built  motor  control  centers  in 
Oregon  which  suggested  that  the  custom 
built  motor  control  centers  may  not  be 
available  domestically.  Further 
investigation  and  inquiry  revealed  that 
the  product  is  not  available 
domestically.  The  FHWA  received  two 
comments  in  response  to  experimental 
use  of  stainless  steel  products  for 
pedestrian  bridges  in  the  City  of  San 
Diego,  CA.  The  comments  suggested 
that  there  are  companies  capable  of 
manufacturing  the  products 
domestically.  The  City  of  San  Diego 
contacted  the  companies  and  verified 
that  Insteel  Industries,  Inc.,  does  not 
manufacture  stainless  steel  suspenders. 
The  spider  fittings  are  available 
domestically,  but  the  companies  do  not 
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produce  compatible  glassware,  making 
it  impossible  to  secure  the  required  10- 
year  performance  warranty  for  the 
spider  fitting/glassware  system.  Salit 
Specialty  Rebar  does  not  produce  the 
stainless  steel  wire  mesh  for  the 
decorative  railings,  and  the  Talley 
Metals  Company  does  not  produce  the 
grade  2205  stainless  steel  plate.  During 
the  15-day  comment  period,  the  FHWA 
conducted  additional  nationwide 
review  to  locate  potential  domestic 
manufacturers  for  the  products.  Based 
on  all  the  information  available  to  the 
agency,  including  the  responses 
received  to  the  notices  as  well  as  the 
agency’s  nationwide  review,  the  FHWA 
concludes  that  there  are  no  domestic 
manufacturers  for  the  two  custom  built 
motor  control  centers  and  stainless  steel 
products  or  the  bridge  suspender  cable, 
spider  fittings,  wire  mesh  and  grade 
2205  plate. 

In  accordance  with  the  provisions  of 
section  117  of  the  “SAFETEA-LU 
Technical  Corrections  Act  of  2008” 
(Pub.  L.  110-244,  122  Stat.  1572),  the 
FHWA  is  providing  this  notice  as  its 
finding  that  a  waiver  of  Buy  America 
requirements  is  appropriate  pursuant  to 
23  CFR  635.410(c)(1).  The  FHWA 
invites  public  comment  on  this  finding 
for  an  additional  15  days  following  the 
effective  date  of  the  finding.  Comments 
may  be  submitte’d  to  the  FHWA’s  Web 
site  via  the  links  above  to  the  Oregon 
and  the  City  of  San  Diego  waiver  pages 
noted  above. 

(Audiority:  23  U.S.C.  313;  Pub.  L.  110-161, 
23  CFR  635.410.) 

Issued  on:  November,  10,  2008. 

Thomas  ).  Madison.  Jr., 

Federal  Highway  Administrator. 

[FR  Doc.  E8-27284  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-22-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Transit  Administration 

Notice  of  Limitation  on  Claims  Against 
Proposed  Public  Transportation 
Projects 

agency:  Federal  Transit  Administration 
(FTA),  DOT. 

ACTION:  Notice  of  limitation  on  claims. 

SUMMARY:  This  notice  announces  final 
environmental  actions  taken  by  the 
Federal  Transit  Administration  (FTA) 
for  public  transportation  projects  in  the 
following  areas:  Denver,  Colorado,  and 
Jacksonville,  Florida.  The  purpose  of 
this  notice  is  to  announce  publicly  the 
environmental  decisions  by  FTA  on  the 
subject  projects  and  to  activate  the 
limitation  on  any  claims  that  may 


challenge  these  final  environmental 
actions. 

DATES:  By  this  notice,  FTA  is  advising 
the  public  of  final  agency  actions 
subject  to  Title  23,  United  States  Code 
(U.S.C.),  section  139(1).  A  claim  seeking 
judicial  review  of  the  FTA  actions 
announced  herein  for  the  listed  public 
transportation  projects  will  be  barred 
unless  the  claim  is  filed  on  or  before 
May  18,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Elizabeth  Zelasko,  Environmental 
Protection  Specialist,  Office  of  Planning 
and  Environment,  202-366-0244,  or 
Christopher  Van  Wyk,  Attorney- 
Advisor,  Office  of  Chief  Counsel,  202- 
366-1733.  FTA  is  located  at  1200  New 
Jersey  Avenue,  SE.,  Washington,  DC 
20590.  Office  hours  are  from  9  a.m.  to 
5:30  p.m.,  e.t.,  Monday  through  Friday, 
except  Federal  holidays. 

SUPPLEMENTARY  INFORMATION;  Notice  is 
hereby  given  that  FTA  has  taken  final 
agency  actions  by  issuing  certain 
approvals  for  the  public  transportation 
projects  listed  below.  The  actions  on 
these  projects,  as  well  as  the  laws  under 
which  such  actions  were  taken,  are 
described  in  the  documentation  issued 
in  connection  with  the  project  to 
comply  with  the  National 
Environmental  Policy  Act  (NEPA),  and 
in  other  documents  in  the  FTA 
administrative  record  for  the  project. 

The  final  agency  environmental 
decision  documents — Records  of 
Decision  (ROD)  or  Findings  of  No 
Significant  Impact  (FONSI) — for  the 
listed  projects  are  available  online  at 
http  ://www.fta  .dot.gov/planning/ 
environment/ 

planning_environment_documents.html 
or  may  be  obtained  by  contacting  the 
FTA  Regional  Office  for  the 
metropolitan  area  where  the  project  is 
located.  Contact  information  for  the 
FTA  Regional  Offices  may  be  found  at 
h  ttp  -.//www.fta .  dot.gov. 

This  notice  applies  to  all  FTA 
decisions  on  the  listed  projects  as  of  the 
issuance  date  of  this  notice  and  all  laws 
under  which  such  actions  were  taken, 
including,  but  not  limited  to,  the 
National  Environmental  Policy  Act 
(NEPA)  (42  U.S.C.  4321^375],  Section 
4(fj  of  the  Department  of  Transportation 
Act  of  1966  [49  U.S.C.  303],  Section  106 
of  the  National  Historic  Preservation  Act 
[16  U.S.C.  470f],  and  the  Clean  Air  Act 
[42  U.S.C.  7401-7671q]. 

The  projects  and  actions  that  are  the 
subject  of  this  notice  are: 

1.  Project  name  and  location:  Denver 
Union  Station,  Denver,  Colorado. 

Project  sponsor:  Regional 
Transportation  District  (RTD).  Project 
description:  The  FTA  and  RTD  have 


completed  a  Final  Environmental 
Impact  Statement  (EIS)  for 
modifications  to  turn  the  historic 
Denver  Union  Station  into  a  multimodal 
transportation  center  for  the  Metro 
Denver  Region.  Modifications  to  Denver 
Union  Station  include  construction  of 
two  light  rail  transit  tracks  near  the 
consolidated  mainline  track; 
construction  of  eight  at-grade  passenger 
tracks  ft-om  Amtrak,  Ski  Train,  and 
RTD’s  East,  North  Metro,  Northwest, 
and  Gold  Line  corridors;  construction  of 
a  regional  and  commercial  bus  facility; 
and  improved  pedestrian  and  bicycle 
access.  RTD  also  plans  to  reconstruct 
street  infrastructure  around  the  station 
to  improve  traffic  flow  and  build  a  150 
parking  space  structure  over  the 
passenger  rail  station.  Final  Agency 
Actions:  ROD  signed  on  October  17, 
2008;  Section  106  Memorandum  of 
Agreement  signed  on  September  3, 

2008;  Project-level  Air  Conformity 
determination;  and  Section  4(f)  finding. 
Supporting  documentation:  Denver 
Union  Station  Final  EIS  signed  on  July 
24, 2008. 

2.  Project  name  and  location:  Phase 
One  Downtown  Environmental 
Assessment.  Project  sponsor: 
Jacksonville  Transportation  Authority, 
Jacksonville,  Florida.  Project 
description:  Jacksonville  Transportation 
Authority  will  implement  a  bus  rapid 
transit  project  to  service  downtown 
Jacksonville.  Project  elements  include 
reconstructed  bus  routes,  dedicated  bus 
lanes  during  peak  hours  of  operation, 
purchase  of  new  low  floor  vehicles, 
traffic  signal  priority,  and  real-time 
traveler  information.  The  Phase  One 
project  also  includes  new  bus  super 
stops  that  will  include  a  boarding  area 
between  60  and  120  feet  long,  will  be 
located  every  quarter  of  a  mile,  and  will 
have  shelters  with  route  and  schedule 
information.  Final  agency  actions: 
FONSI  signed  on  October  8,  2008; 
Section  106  Finding  of  No  Historic 
Properties  Affected.  Supporting 
documentation:  Jacksonville  Rapid 
Transit  System  Phase  One 
Environmental  Assessment  signed  on 
June  9,  2008. 

Issued  on:  November  10,  2008. 

Susan  Borinsky, 

Associate  Administrator  for  Planning  and 
Environment,  Washington,  DC. 

[FR  Doc.  E8-27272  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-57-P 
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DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[NHTSA  Docket  No.  NHTSA-2008-0174] 

Meeting  Notice 

agency:  National  Highway  Traffic 
Safety  Administration  (NHTSA),  DOT. 
ACTION:  Meeting  notice — Federal 
Interagency  Committee  on  Emergency 
Medical  Services. 


SUMMARY:  NHTSA  announces  a  meeting 
of  the  Federal  Interagency  Committee  on 
Emergency  Medical  Services  (FICEMS) 
to  be  held  in  Washington,  DC.  This 
notice  announces  the  date,  time  and 
location  of  the  meeting,  which  will  be 
open  to  the  public. 

OATES:  The  meeting  will  be  held  on 
December  3,  2008,  ft’om  1  p.m.  to  3:30 
p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
1120  Vermont  Avenue,  NW.,  4th  Floor 
Conference  Room  #1  and  2,  Washington, 
DC  20005. 

FOR  FURTHER  INFORMATION  CONTACT: 

Drew  Dawson,  Director,  Office  of 
Emergency  Medical  Services,  National 
Highway  Traffic  Safety  Administration, 
1200  New  Jersey  Avenue,  SE.,  NTI-140, 
Washington,  DC  20590,  Telephone 
number  (202)  366-9966;  e-mail 
Drew.Dawson@dot.gov. 

SUPPLEMENTARY  INFORMATION:  Section 
10202  of  the  Safe,  Accountable, 

Flexible,  Efficient  Transportation  Equity 
Act:  A  Legacy  For  Users  (SAFETEA- 
LU),  Public  Law  109-59,  provided  that 
the  FICEMS  consist  of  several  officials 
from  Federal  agencies  as  well  as  a  State 
emergency  medical  services  director 
appointed  by  the  Secretary  of 
Transportation.  SAFETEA-LU  directed 
the  Administrator  of  NHTSA,  in 
cooperation  with  the  Administrator  of 
the  Health  Resources  and  Services 
Administration  of  the  Department  of 
Health  and  Human  Services  and  the 
Director  of  the  Preparedness  Division, 
Directorate  of  Emergency  Preparedness 
and  Response  of  the  Department  of 
Homeland  Security,  to  provide 
administrative  support  to  the 
Interagency  Committee,  including 
scheduling  meetings,  setting  agendas, 
keeping  minutes  and  records,  and 
producing  reports. 

This  meeting  of  the  FICEMS  will 
focus  on  addressing  the  requirements  of 
SAFETEA-LU  and  the  opportunities  for 
collaboration  among  the  key  Federal 
agencies  involved  in  emergency  medical 
services.  The  agenda  will  include: 


•  Consideration  of  the  FICEMS 
Technical  Working  Group  report  and 
recommendations . 

•  Follow-up  on  Evidence-based 
Practice  Guidelines  Conference. 

•  Follow-up  on  adoption  of  FICEMS 
endorsed  grant  language. 

•  Reports  and  updates  from  Technical 
Working  Group  committees. 

•  Reports,  updates,  recommendations 
from  FICEMS  members. 

•  Report  from  National  EMS  Advisory 
Council  (NEMSAC). 

This  meeting  will  be  open  to  the 
public.  Individuals  wishing  to  register 
must  provide  their  name,  affiliation, 
phone  number,  and  e-mail  address  to 
Drew  Dawson  by  e-mail  at 
Drew.Dawson@dot.gov  or  by  telephone 
at  (202)  366-9966  no  later  than 
November  26,  2008.  Pre-registration  is 
necessary  to  comply  with  security 
procedures.  Picture  I.D.  must  also  be 
provided  to  enter  the  building  and  it  is 
suggested  that  visitors  arrive  30  minutes 
early  in  order  to  facilitate  entry. 

Minutes  of  the  FICEMS  meeting  will 
be  available  to  the  public  online  through 
the  DOT  Document  Management  System 
(DMS)  at:  http://www.regulations.gov 
under  the  docket  number  listed  at  the 
beginning  of  this  notice. 

Issued  on:  November  13,  2008. 

Jeffrey  P.  Michael, 

Acting  Associate  Administrator  for  Research 
&■  Program  Development. 

[FR  Doc.  E8-27314  Filed  11-17-08;  8:45  am] 
BILLING  CODE  4910-59-P 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[U.S.  DOT  Docket  Number  NHTSA-2008- 
0171] 

Reports,  Forms,  and  Recordkeeping 
Requirements 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation. 

ACTION:  Request  for  public  comment  on 
proposed  collection  of  information. 

SUMMARY:  Before  a  Federal  agency  can 
collect  certain  information  from  the 
public,  it  must  receive  approval  from 
the  Office  of  Management  and  Budget 
(OMB).  Under  procedures  established 
by  the  Paperwork  Reduction  Act  of 
1995,  before  seeking  OMB  approval. 
Federal  agencies  must  solicit  public 
comment  on  proposed  collections  of 
information,  including  extensions  and 
reinstatement  of  previously  approved 
collections. 


This  document  describes  a  collection 
of  phase-in  information  on  the 
Appendix  A-1  phase-in  requirements  of 
Federal  Motor  Vehicle  Safety  Standard 
(FMVSS)  No.  208,  “Occupant  crash 
protection”  for  which  NHTSA  intends 
to  seek  OMB  approval. 

DATES:  Comments  must  be  received  on 
or  before  January  20,  2009. 

ADDRESSES:  You  may  submit  comments 
(identified  by  the  DOT  Docket  ID 
Number  above)  by  any  of  the  following 
methods: 

•  Federal  eRuIemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Mail:  Docket  Management  Facility; 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  West  Building 
Ground  Floor,  Room  W12-140, 
Washington,  DC  20590-0001. 

•  Hand  Delivery  or  Courier:  West 
Building  Ground  Floor,  Room  Wl  2-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC,  between  9  a.m.  and  5 
p.m.  ET,  Monday  through  Friday,  except 
Federal  holidays. 

•  Fax; 202-493-2251 

Instructions:  For  detailed  instructions 

on  submitting  comments  and  additional 
information  on  the  rulemaking  process, 
see  the  Public  Participation  heading  of 
the  SUPPLEMENTARY  INFORMATION  section 
of  this  document.  It  is  requested,  but  not 
required,  that  two  copies  of  the 
comment  be  provided.  Note  that  all 
comments  received  will  be  posted 
without  change  to  http:// 
ww.'w. regulations. gov,  including  any 
personal  information  provided.  Please 
see  the  Privacy  Act  heading  below. 

Privacy  Act:  Anyone  is  able  to  search 
the  electronic  form  of  all  comments 
received  into  any  of  our  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’s  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78). 

FOR  FURTHER  INFORMATION  CONTACT: 

Complete  copies  of  each  request  for 
collection  of  information  may  be 
obtained  at  no  charge  from  Mrs.  Carla 
Cuentas,  National  Highway  Traffic 
Safety  Administration,  U.S.  Department 
of  Transportation,  1200  New  Jersey 
Avenue,  SE.,  West  Building,  Room 
W43-417,  Washington,  DC  20590-0001. 

Mrs.  Cuentas’  telephone  number  is 
(202)  366—4583.  Please  identify  the 
relevant  collection  of  information  by 
referring  to  this  Docket  Number  (Docket 
Number  NHTSA-2008-0171). 
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SUPPLEMENTARY  INFORMATION:  Under  the 
Paperwork  Reduction  Act  of  1995, 
before  a  proposed  collection  of 
information  is  submitted  to  OMB  for 
approval.  Federal  agencies  must  first 
publish  a  document  in  the  Federal 
Register  providing  a  60-day  comment 
period  and  otherwise  consult  with 
members  of  the  public  and  affected 
agencies  concerning  each  proposed 
collection  of  information.  The  OMB  has 
promulgated  regulations  describing 
what  must  be  included  in  such  a 
document.  Under  OMB’s  regulation  (at 
5  CFR  1320.8(d)),  an  agency  must  ask 
for  public  comment  on  the  following: 

(i)  Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(ii)  The  accmacy  of  the  agency’s 
estimate  of  the  burden  of  the  proposed 
collection  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used; 

(iii)  How  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and 

(iv)  How  to  minimize  the  burden  of 
the  collection  of  information  on  those 
who  are  to  respond,  including  the  use 
of  appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

In  compliance  with  these 
requirements,  NHTSA  asks  for  public 
comments  on  the  following  proposed 
collections  of  information: 

Title:  Appendix  A-1  of  FMVSS  No. 
208  Phase-in  Reporting  Requirements. 

OMB  Control  Number:  2127-NEW. 

Form  Number:  This  collection  of 
information  uses  no  standard  form. 

Requested  Expiration  Date  of 
Approval:  Three  years  from  the 
approval  date. 

Type  of  Request:  New  collection. 

Summary  of  the  Collection  of 
Information:  49  U.S.C.  30111  authorizes 
the  issuance  of  FMVSSs  and 
regulations.  The  agency,  in  prescribing 
a  FMVSS  or  regulation,  considers 
available  relevant  motor  vehicle  safety 
data,  and  consults  with  other  agencies, 
as  it  deems  appropriate.  Further,  the 
statute  mandates  that  in  issuing  any 
FMVSS  or  regulation,  the  agency 
considers  whether  the  standard  or 
regulation  is  “reasonable,  practicable 
and  appropriate  for  the  particular  type 
of  motor  vehicle  or  item  of  motor 
vehicle  equipment  for  which  it  is 
prescribed,’’  and  whether  such  a 
standard  will  contribute  to  carrying  out 
the  purpose  of  the  Act.  The  Secretary  is 
authorized  to  invoke  such  rules  and 


regulations  as  deemed  necessary  to 
carry  out  these  requirements.  Using  this 
authority,  the  agency  issued  FMVSS  No. 
208,  “Occupant  crash  protection,”  to  aid 
the  agency  in  achieving  many  of  its 
safety  goals.  This  notice  requests 
comments  on  the  collection  of 
information  for  the  phase-in  reporting 
requirements  related  to  the 
implementation  of  Appendix  A-1  of 
this  standard.  Under  the  phase-in,  50 
percent  of  vehicles  manufactured  on  or 
after  September  1,  2009  must  be 
certified  as  meeting  FMVSS  No.  208 
when  tested  with  the  child  restraint 
systems  in  Appendix  A-1,  and  all 
vehicles  manufactured  on  or  after 
September  1,  2010  must  be  so  certified. 

Description  of  the  need  for  the 
information  and  proposed  use  of  the 
information:  NHTSA  needs  this 
information  to  ensure  that  vehicle 
manufacturers  are  certifying  their 
applicable  vehicles  as  meeting  FMVSS 
No.  208  when  tested  with  the  child 
restraint  systems  in  Appendix  A-1 . 
NHTSA  will  use  this  information  to 
determine  whether  a  manufacturer  has 
complied  with  the  requirements  during 
the  phase-in  period. 

Description  of  the  Likely  Respondents 
(Including  Estimated  Number  and 
Proposed  Frequency  of  Response  to  the 
Collection  of  Information):  NHTSA 
estimates  that  22  vehicle  manufacturers 
will  submit  the  required  information. 
For  each  report,  the  manufacturer  will 
provide,  in  addition  to  its  identity, 
address,  etc.,  several  numerical  items  of 
information.  The  information  includes, 
but  is  not  limited  to,  the  following 
items: 

(a)  The  number  of  vehicles 
manufactured  in  the  current  production 
year,  or,  at  the  manufacturer’s  option,  in 
each  of  the  three  previous  production 
years.  A  new  manufacturer  that  is,  for 
the  first  time,  manufacturing  passenger 
cars  for  sale  in  the  United  States  must 
report  the  number  of  passenger  cars 
manufactured  during  the  current 
production  year. 

(b)  The  number  of  vehicles  that  meet 
the  requirements  of  Standard  No.  208 
when  using  the  child  restraint  systems 
specified  in  Appendix  A-1  of  that 
standard. 

Each  manufacturer  shall  maintain 
records  of  the  Vehicle  Identification 
Number  for  each  vehicle  for  which 
information  is  reported  under  §  585.36 
until  December  31,  2013. 

Estimate  of  the  Total  Annual 
Reporting  and  Record  Keeping  Burden 
Resulting  from  the  Collection  of 
Information:  NHTSA  estimates  that  it 
will  annually  take  each  of  the  22 
affected  manufacturers  an  average  of 
one  hour  to  comply  with  these 


requirements.  Using  a  cost  estimate  of 
$35  per  hour,  this  results  in  a  total 
annual  cost  of  $770  (22  manufacturers  x 
1  hour  per  manufacturer  x  $35  per 
hour). 

Comments  are  invited  on:  Whether 
the  proposed  collections  of  information 
are  necessary  for  the  proper 
performance  of  the  functions  of.the 
Department,  including  whether  the 
information  will  have  practical  utility; 
the  accuracy  of  the  Department’s . 
estimate  of  the  burden  of  the  proposed 
information  collection;  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology.  - 

Public  Participation 

How  Do  I  Prepare  and  Submit 
Comments? 

Your  comments  must  be  written  and 
in  English.  To  ensure  that  your 
comments  are  correctly  filed  in  the 
Docket,  please  include  the  docket 
number  of  this  document  in  your 
comments.  Your  comments  must  not  be 
more  than  15  pages  long.^  We 
established  this  limit  to  encourage  you 
to  write  your  primary  comments  in  a 
concise  fashion.  However,  you  may 
attach  necessary  additional  documents 
to  your  comments.  There  is  no  limit  on 
the  length  of  the  attachments.  If  you  are 
submitting  comments  electronically  as  a 
PDF  (Adobe)  file,  we  ask  that  the 
documents  submitted  be  scanned  using 
the  Optical  Character  Recognition  (OCR) 
process,  thus  allowing  the  agency  to 
search  and  copy  certain  portions  of  your 
submissions.^  Please  note  that  pursuant 
to  the  Data  Quality  Act,  in  order  for 
substantive  data  to  be  relied  upon  and 
used  by  the  agency,  it  must  meet  the 
information  quality  standards  set  forth 
in  the  OMB  and  DOT  Data  Quality  Act 
guidelines. 

Accordingly,  we  encourage  you  to 
consult  the  guidelines  in  preparing  your 
comments.  OMB’s  guidelines  may  be 
accessed  at  http://www.whitehouse.gov/ 
omb/fedreg/reproducible.html.  DOT’s 
guidelines  may  be  accessed  at  http:// 
dmses.dot.gov/submit/ 
DataQuaIityGuideIines.pdf. 


'See  49  CFR  553.21. 

2  Optical  Character  Recognition  (OCR)  is  the 
process  of  converting  an  image  of  text,  such  as  a 
scanned  paper  document  or  electronic  fax  file,  into 
computer-editable  text. 
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How  Can  I  Be  Sure  That  My  Comments 
Were  Received? 

If  you  submit  your  comments  by  mail 
and  wish  Docket  Management  to  notily 
you  upon  its  receipt  of  your  comments, 
enclose  a  self-addressed,  stamped 
postcard  in  the  envelope  containing 
your  comments.  Upon  receiving  your 
comments.  Docket  Management  will 
return  the  postcard  by  mail. 

How  Do  I  Submit  Confidential  Business 
Information? 

If  you  wish  to  submit  any  information 
under  a  claim  of  confidentiality,  you 
should  submit  three  copies  of  your 
complete  submission,  including  the 
information  you  claim  to  be  confidential 
business  information,  to  the  Chief 
Counsel,  NHTSA,  at  the  address  given 
above  under  FOR  FURTHER  INFORMATION 
CONTACT.  When  you  send  a  comment 
containing  information  claimed  to  be 
confidential  business  information,  you 
should  include  a  cover  letter  setting 
forth  the  information  specified  in  our  . 
confidential  business  information 
regulation.3  In  addition,  you  should 
submit  a  copy,  from  which  you  have 
deleted  the  claimed  confidential 
business  information,  to  the  Docket  by 
one  of  the  methods  set  forth  above. 

Will  the  Agency  Consider  Late 
Comments? 

We  will  consider  all  comments 
received  before  the  close  of  business  on 
the  comment  closing  date  indicated 
above  under  DATES.  To  the  extent 
possible,  we  will  also  consider 
comments  received  after  that  date. 

How  Can  I  Read  the  Comments 
Submitted  by  Other  People? 

You  may  read  the  materials  placed  in 
the  docket  for  this  document  (e.g.,  the 
comments  submitted  in  response  to  this 
document  by  other  interested  persons) 
at  any  time  by  going  to  http:// 
www.reguIations.gov.  Follow  the  online 
instructions  for  accessing  the  dockets. 
You  may  also  read  the  materials  at  the 
Docket  Management  Facility  by  going  to 
the  street  address  given  above  under 
ADDRESSES.  The  Docket  Management 
Facility  is  open  between  9  a.m.  and  5 
p.m.  Eastern  Time,  Monday  through 
Friday,  except  Federal  holidays. 

Authority:  44  U.S.C.  3506(c):  delegation  of 
authority  at  49  CFR  1.50. 

Issued  on:  November  13,  2008. 

Stephen  R.  Kratzke, 

Associate  Administrator  for  Rulemaking. 

[FR  Doc.  E8-27320  Filed  11-17-08:  8:45  am] 
BILLING  CODE  4910-59-P 


3  See  49  CFR  512. 


DEPARTMENT  OF  TRANSPORTATION 

Surface  Transportation  Board 

[STB  Docket  No.  AB-33  (Sub-No.  263X)] 

Union  Pacific  Railroad  Company — 
Abandonment  Exemption — in  Cook 
County,  IL 

Union  Pacific  Railroad  Company 
(UP),  has  filed  a  verified  notice  of 
exemption  under  49  CFR  1152  Subpart 
F — Exempt  Abandonments  to  abandon 
the  Weber  Industrial  Lead  ft-om  milepost 
5.8  near  Wilson  Avenue,  Chicago,  to 
milepost  9.5  near  Touhy  Avenue, 

Skokie,  in  Cook  County,  IL,  a  distance 
of  3.7  miles.  The  line  traverses  United 
States  Postal  Service  Zip  Codes  60630, 
60646,  60659,  60712,  and  60076. 

UP  has  certified  that:  (1)  No  local 
traffic  has  moved  over  the  line  for  at 
least  2  years;  (2)  there  is  no  overhead 
traffic  on  the  line;  (3)  no  formal 
complaint  filed  by  a  user  of  rail  service 
on  the  line  (or  by  a  state  or  local 
government  entity  acting  on  behalf  of 
such  user)  regarding  cessation  of  service 
over  the  line  either  is  pending  with  the 
Surface  Transportation  Board  or  with 
any  U.S.  District  Court  or  has  been 
decided  in  favor  of  complainant  within 
the  2-year  period;  and  (4)  the 
requirements  at  49  CFR  1105.7 
(environmental  report),  49  CFR  1105.8 
(historic  report),  49  CFR  1105.11 
(transmittal  letter),  49  CFR  1105.12 
(newspaper  publication),  and  49  CFR 
1152.50(d)(1)  (notice  to  governmental 
agencies)  have  been  met. 

As  a  condition  to  this  exemption,  any 
employee  adversely  affected  by  the 
abandonment  shall  be  protected  under 
Oregon  Short  Line  R.  Co. — 
Abandonment — Goshen,  360  I.C.C.  91 
(1979).  To  address  whether  this 
condition  adequately  protects  affected 
employees,  a  petition  for  partial 
revocation  under  49  U.S.(2.  10502(d) 
must  be  filed. 

Provided  no  formal  expression  of 
intent  to  file  an  offer  of  financial 
assistance  (OFA)  has  been  received,  this 
exemption  will  be  effective  on 
December  18,  2008,  unless  stayed 
pending  reconsideration.  Petitions  to 
stay  that  do  not  involve  environmental 
issues,^  formal  expressions  of  intent  to 
file  an  OFA  under  49  CFR 


>  The  Board  will  grant  a  stay  if  an  informed 
decision  on  environmental  issues  (whether  raised 
by  a  party  or  by  the  Board’s  Section  of 
Environmental  Analysis  (SEA)  in  its  independent 
investigation)  cannot  be  made  before  the 
exemption’s  effective  date.  See  Exemption  of  Out- 
of-Service  Rail  Lines,  5  I.C.C. 2d  377  (1989).  Any 
request  for  a  stay  should  be  Bled  as  soon  as  possible 
so  that  the  Board  may  take  appropriate  action  before 
the  exemption’s  effective  date. 


1152.27(c)(2),2  and  trail  use/rail  banking 
requests  under  49  CFR  1152.29  must  be 
filed  by  November  28,  2008.  Petitions  to 
reopen  or  requests  for  public  use 
conditions  under  49  CFR  1152.28  must 
be  filed  by  December  8,  2008,  with  the 
Surface  Transportation  Board,  395  E 
Street,  SW.,  Washington,  DC  20423- 
0001. 

A  copy  of  any  petition  filed  with  the 
Board  should  be  sent  to  UP’s 
representative:  Mack  H.  Shumate,  Jr., 

101  North  Wacker  Drive,  Room  1920, 
Chicago,  IL  60606. 

If  the  verified  notice  contains  false  or 
misleading  information,  the  exemption 
is  void  ab  initio. 

UP  has  filed  a  combined 
environmental  and  historic  report  that 
addresses  the  effects,  if  any,  of  the 
abandonment  on  the  environment  and 
historic  resources.  SEA  will  issue  an 
environmental  assessment  (EA)  by 
November  21,  2008.  Interested  persons 
may  obtain  a  copy  of  the  EA  by  writing 
to  SEA  (Room  1100,  Surface 
Transportation  Board,  Washington,  DC 
20423-0001)  or  by  calling  SEA,  at  (202) 
245-0305.  [Assistance  for  the  hearing 
impaired  is  available  through  the 
Federal  Information  Relay  Service 
(FIRS)  at  1-800-877-8339.]  Comments 
on  environmental  and  historic 
preservation  matters  must  be  filed 
within  15  days  after  the  EA  becomes 
available  to  the  public. 

Environmental,  historic  preservation, 
public  use,  or  trail  use/rail  banking 
conditions  will  be  imposed,  where 
appropriate,  in  a  subsequent  decision. 

Pursuant  to  the  provisions  of  49  CFR 
1152.29(e)(2),  BPRR  shall  file  a  notice  of 
consummation  with  the  Board  to  signify 
that  it  has  exercised  the  authority 
granted  and  fully  abandoned  the  line.  If 
consummation  has  not  been  effected  by 
UP’s  filing  of  a  notice  of  consummation 
by  November  18,  2009,  and  there  are  no 
legal  or  regulatory  barriers  to 
consummation,  the  authority  to 
abandon  will  automatically  expire. 

Board  decisions  and  notices  are 
available  on  our  Web  site  at 
www.stb.dot.gov. 

Decided:  November  10,  2008. 

By  the  Board,  David  M.  Konschnik, 
Director,  Office  of  Proceedings. 

Jeff  Herzig, 

Clearance  Clerk. 

[FR  Doc.  E8-27189  Filed  11-17-08;  8:45  am] 
BILLING  CODE  491 5-01 -P 


2  Effective  July  18.  2008,  the  filing  fee  for  an  OFA 
increased  to  $1 ,500.  See  Regulations  Governing 
Fees  for  Services  Performed  in  Connection  with 
Licensing  and  Related  Services — 2008  update,  STB 
Ex  Parte  No.  542  (Sub-No.  15)  (STB  served  June  18. 
2008). 
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DEPARTMENT  OF  THE  TREASURY 

Office  of  Foreign  Assets  Control 

Additional  Designation  of  Individuals 
Pursuant  to  Executive  Order  13224 

AGENCY:  Office  of  Foreign  Assets 
Control,  Treasury. 
action:  Notice. 

SUMMARY:  The  Treasury  Department’s 
Office  of  Foreign  Assets  Control 
(“OFAC”)  is  publishing  the  names  of 
three  newly-designated  individuals 
whose  property  and  interests  in 
property  are  blocked  pursuant  to 
Executive  Order  13224  of  September  23, 
2001,  “Blocking  Property  and 
Prohibiting  Transactions  With  Persons 
Who  Commit,  Threaten  To  Commit,  or 
Support  Terrorism.” 

DATES:  The  designation  by  the  Director 
of  OFAC  of  the  three  individuals 
identified  in  this  notice,  pursuant  to 
Executive  Order  13224,  is  effective  on 
October  30,  2008. 

FOR  FURTHER  INFORMATION  CONTACT: 

Assistant  Director,  Compliance 
Outreach  &  Implementation,  Office  of 
Foreign  Assets  Control,  Department  of 
the  Treasury,  Washington,  DC  20220, 
tel.:  202-622-2490. 

SUPPLEMENTARY  INFORMATION: 

Electronic  and  Facsimile  Availability 

This  document  and  additional 
information  concerning  OFAC  are 
available  from  OFAC’s  Web  site 
{http://wvi'w.treas.gov/ofac)  or  via 
facsimile  through  a  24-hour  fax-on- 
demand  service,  tel.:  202-622-0077. 

Background 

On  September  23,  2001,  the  President 
issued  Executive  Order  13224  (the 
“Order”)  pursuant  to  the  International 
Emergency  Economic  Powers  Act,  50 
U.S.C.  1701-1706,  and  the  United 
Nations  Participation  Act  of  1945,  22 
U.S.C.  287c.  In  the  Order,  the  President 
declared  a  national  emergency  to 
address  grave  acts  of  terrorism  and 
threats  of  terrorism  committed  by 
foreign  terrorists,  including  the 
September  11,  2001,  terrorist  attacks  in 
New  York.  Pennsylvania,  and  at  the 
Pentagon.  The  Order  imposes  economic 
sanctions  on  persons  who  have 
committed,  pose  a  significant  risk  of 
committing,  or  support  acts  of  terrorism. 
The  President  identified  in  the  Annex  to 
the  Order,  as  amended  by  Executive 
Order  13268  of  July  2,  2002,  13 
individuals  and  16  entities  as  subject  to 
the  economic  sanctions.  The  Order  was 
further  amended  by  Executive  Order 
13284  of  January  23,  2003,  to  reflect  the 


creation  of  the  Department  of  Homeland 
Security. 

Section  1  of  the  Order  blocks,  with 
certain  exceptions,  all  property  and 
interests  in  property  that  are  in  or 
hereafter  come  within  the  United  States 
or  the  possession  or  control  of  United 
States  persons,  of:  (1)  Foreign  persons 
listed  in  the  Annex  to  the  Order;  (2) 
foreign  persons  determined  by  the 
Secretary'  of  State,  in  consultation  with 
the  Secretary  of  the  Treasury,  the 
Secretary  of  the  Department  of 
Homeland  Security  and  the  Attorney 
General,  to  have  committed,  or  to  pose 
a  significant  risk  of  committing,  acts  of 
terrorism  that  threaten  the  security  of 
U.S.  nationals  or  the  national  security, 
foreign  policy,  or  economy  of  the  United 
States;  (3)  persons  determined  by  the 
Director  of  OFAC,  in  consultation  with 
the  Departments  of  State,  Homeland 
Security  and  Justice,  to  be  owned  or 
controlled  by,  or  to  act  for  or  on  behalf 
of  those  persons  listed  in  the  Annex  to 
the  Order  or  those  persons  determined 
to  be  subject  to  subsection  1(b),  1(c),  or 
l(d)(i)  of  the  Order;  and  (4)  except  as 
provided  in  section  5  of  the  Order  and 
after  such  consultation,  if  any,  with 
foreign  authorities  as  the  Secretary  of 
State,  in  consultation  with  the  Secretary 
of  the  Treasury,  the  Secretary  of  the 
Department  of  Homeland  Security  and 
the  Attorney  General,  deems 
appropriate  in  the  exercise  of  his 
discretion,  persons  determined  by  the 
Director  of  OFAC,  in  consultation  with 
the  Departments  of  State,  Homeland 
Security  and  Justice,  to  assist  in, 
sponsor,  or  provide  financial,  material, 
or  technological  support  for,  or  financial 
or  other  services  to  or  in  support  of, 
such  acts  of  terrorism  or  those  persons 
listed  in  the  Annex  to  the  Order  or 
determined  to  be  subject  to  the  Order  or 
to  be  otherwise  associated  with  those 
persons  listed  in  the  Annex  to  the  Order 
or  those  persons  determined  to  be 
subject  to  subsection  1(b),  1(c),  or  l(d)(i) 
of  the  Order. 

On  October  30,  2008,  the  Director  of 
OFAC,  in  consultation  with  the 
Departments  of  State,  Homeland 
Security,  Justice  and  other  relevant 
agencies,  designated,  pursuant  to  one  or 
more  of  the  criteria  set  forth  in 
subsections  1(b),  1(c)  or  1(d)  of  the 
Order,  three  individuals  whose  property 
and  interests  in  property  are  blocked 
pursuant  to  Executive  Order  13224. 

The  list  of  designees  is  as  follows: 

1.  ABDULRAHIM,  Abdulbasit  (a.k.a. 
ABDELRAHIM,  Abdelbasit;  a.k.a. 
ABDUL  RAHIM,  Abdul  Basit  Fadil; 
a.k.a.  ABOU  BASSIR;  a.k.a.  ABU  BASIR; 
a.k.a.  ADBULRAHIM  MAHOUD, 
Abdulbasit  Fadil;  a.k.a.  AL  ZAWY, 
Abdel  Bassit  Fadil;  a.k.a.  AL-ZAWI, 


’Abd  Al-Basit  Fadhil;  a.k.a.  AL-ZWAY, 
’Abd  Al-Basit  Fadil;  a.k.a.  MANSOUR, 
Abdallah;  a.k.a.  MANSOUR,  Abdullah; 
a.k.a.  MANSUR,  ’Abdallah), 
undetermined;  DOB  2  Jul  1968;  FOB 
GDABIA,  LIBYA;  alt.  FOB  Ajdabiyah, 
Libya;  nationality  United  Kingdom 
(individual)  [SDGT] 

2.  ELMABRUK,  Maftah  Mohamed 
(a.k.a.  AL  MABROOK,  Muftah;  a.k.a. 
AL-FATHALI,  Al-Mabruk;  a.k.a.  AL- 
FATHALI,  Al-Mabruk  Muftah 
Muhammad;  a.k.a.  EL  MABRUK, 
Muftah;  a.k.a.  EL  MOBRUK,  Maftah; 
a.k.a.  ELMABRUK,  Mustah;  a.k.a. 
MAFTAH,  Elmobruk;  a.k.a.  “AL  HAK, 
Al  Haj  Abd”;  a.k.a.  “AL  HAQQ,  Al  Hajj 
Abd”;  a.k.a.  “AL-HAQ,  Haj  ’Abd”;  a.k.a. 
“AL-HAQQ,  Al-Hajj  ’Abd”), 
undetermined;  DOB  1  May  1950;  FOB 
Libya;  nationality  Libya  (individual) 
[SDGT] 

3.  ELOSTA,  Abdelrazag  Elsharif 
(a.k.a.  ABU  MU’AWIYA;  a.k.a.  AL 
USTA,  Abdelrazag  Elsharif;  a.k.a.  AL- 
MULAY,  ’Abd;  a.k.a.  AL-USTA,  ’Abd 
Al-Razzaq  Al-Sharif;  a.k.a.  SHARIF, 
’Abd  al-Razzaq),  undetermined;  DOB  20 
Jun  1963;  FOB  SOGUMA,  LIBYA; 
nationality  United  Kingdom 
(individual)  [SDGT] 

Dated:  October  30,  2008. 

Adam  J.  Szubin, 

Director,  Office  of  Foreign  Assets  Control. 

[FR  Doc.  E8-27289  Filed  11-17-08;  8:45  am) 
BILLING  CODE  4811-45-P 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

Increase  in  Mileage  Reimbursement 
Rate  and  Deductible  Amounts  in  the 
Beneficiary  Travel  Program 

AGENCY:  Department  of  Veterans  Affairs. 
action:  Notice. 

SUMMARY:  This  Notice  is  to  inform  the 
public  of  the  Secretary’s  decision  to 
increase  the  Department  of  Veterans 
Affairs  (VA)  Beneficiary  Travel  program 
mileage  reimbursement  rate  under  38 
U.S.C.  Ill  for  travel  of  eligible 
beneficiaries  in  connection  with  VA 
health  care  and  for  other  purposes. 
Effective  November  17,  2008,  the 
beneficiary  travel  mileage 
reimbursement  rate  is  increased  from 
28.5  cents  to  41.5  cents  based  upon 
mileage  traveled  to  or  from  a 
Department  facility  or  other  place  in 
connection  with  vocational 
rehabilitation,  counseling  required  by 
the  Secretary  pursuant  to  38  U.S.C. 
Chapter  34,  “Educational  Assistance”  or 
Chapter  35,  “Survivors  and  Dependents’ 
Education  Assistance”  or  for  the 
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purpose  of  examination,  treatment  or 
care.  The  deductible  requirements  for 
purposes  of  beneficiary  travel  of  mileage 
reimbursement  will  remain  at  $7.77 
one-way;  $15.54  round  trip;  with  a 
monthly  cap  of  $46.62. 

FOR  FURTHER  INFORMATION  CONTACT: 

Tony  A.  Guagliardo,  Director,  Business 
Policy,  Chief  Business  Office  (16),  VA 
Central  Office,  810  Vermont,  NW., 
Washington,  DC  20420,  (202)  461-1591. 
(This  is  not  a  toll-free  number.) 
SUPPLEMENTARY  INFORMATION:  In 
accordance  with  38  U.S.C.  Ill, 
“Payments  or  Allowances  for 
Beneficiary  Travel’’  the  Secretcuy  has 
authority  to  establish  rates  for  payment 
of  mileage  reimbursement  for  certain 
eligible  beneficiaries.  Funding  for 
beneficiary  travel  mileage 
reimbursement  comes  directly  from  the 
annual  health  care  appropriation  and 
General  Operating  Expenses  cover  the 
Chapter  34  and  Chapter  35 
reimbursement.  The  2009 
Appropriations  Act  provided  funding  in 
VA’s  health  care  appropriation  to 
increase  the  beneficiary  travel  mileage 
reimbursement  rate  to  41.5  cents  per 
mile  and  provided  instructions  to  freeze 


the  deductible  (currently  $7.77  for  each 
one  way  trip;  $15.54  per  round  trip; 
with  a  calendar  month  cap  of  $46.62). 

Public  Law  110-387,  “Veterans’ 
Mental  Health  and  Other  Care 
Improvements  Act  of  2008”  signed 
October  10,  2008,  revises  38  U.S.C.  Ill 
to  establish  a  mileage  reimbursement 
rate  equal  to  that  for  Federal  employees 
when  a  Government  vehicle  is  available, 
but  the  individual  chooses  to  use  their 
own  vehicle  (currently  this  rate  is  $.285 
per  mile).  However,  this  law  also 
provides  that,  subject  to  available 
appropriations,  the  Secretary  may 
prescribe  a  rate  higher  than  the 
mandated  Federal  employee  rate. 
Further,  Public  Law  110—387  changes 
the  VA  Beneficiary  Travel  Program  (BT) 
mileage  deductible  to  $3  for  each  one¬ 
way  trip;  $6  per  round  trip;  with  a 
calendar  month  cap  of  $18  as  specified 
in  38  U.S.C.  Ill  (c)(1)  and  (2).  These 
provisions  apply  to  travel  expenses 
incurred  on  or  after  January  9,  2009. 
Note:  Deductibles  may  be  waived  in 
accordance  with  38  CFR  70.31(c)  when 
their  imposition  would  cause  severe 
financial  hardship. 

The  Secretary  has  thus  made  the 
decision  to  increase  VA’s  beneficiary 


travel  mileage  reimbursement  rate  to 
41.5  cents  per  mile  while  freezing  the 
current  deductible  thresholds  ($7.77  for 
each  one  way  trip;  $15.54  per  round 
trip;  with  a  calendar  month  cap  of 
$46.62)  effective  November  17,  2008, 
until  January  9,  2009,  at  which  time  the 
mileage  reimbursement  rate  will  remain 
at  41.5  cents  per  mile  while  the 
deductibles  will  revert  to  $3  for  each 
one-way  trip;  $6  per  round  trip;  with  a 
calendar  month  cap  of  $18,  for  travel 
expenses  incurred  on  or  after  January  9, 
2009. 

In  making  this  decision,  the  Secretary 
also  reviewed  and  analyzed  other 
factors  including  the  increase  in  the  cost 
of  depreciation  of  vehicles,  gasoline  and 
oil,  maintenance,  accessories,  parts,  and 
tires,  insurances  and  taxes;  the 
availability  of  and  time  required  for 
public  transportation;  and  the  other 
mileage  allowances  authorized  for 
Federal  employees. 

Approved:  November  13,  2008. 

James  B.  Peake, 

Secretary  of  Veterans  Affairs. 

[FR  Doc.  E8-27339  Filed  11-17-08;  8:45  am) 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  410,  416,  and  419 

[CMS-1404-FC;  CMS-3887-F;  CMS-3835- 
F-1] 

RIN  0938-AP17;  RIN  0938-AL80;  RIN  0938- 
AH17 

Medicare  Program:  Changes  to  the 
Hospital  Outpatient  Prospective 
Payment  System  and  CY  2009  Payment 
Rates;  Changes  to  the  Ambulatory 
Surgical  Center  Payment  System  and 
CY  2009  Payment  Rates;  Hospital 
Conditions  of  Participation: 
Requirements  for  Approval  and  Re- 
Approval  of  Transplant  Centers  To 
Perform  Organ  Transplants— 
Clarification  of  Provider  and  Supplier 
Termination  Policy  Medicare  and 
Medicaid  Programs:  Changes  to  the 
Ambulatory  Surgical  Center 
Conditions  for  Coverage 

agency:  Centers  for  Medicare  & 
Medicaid  Services  (CMS),  HHS. 

ACTION:  Final  rule  with  comment  period; 
final  rules. 

SUMMARY:  This  final  rule  with  comment 
period  revises  the  Medicare  hospital 
outpatient  prospective  payment  system 
to  implement  applicable  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  this 
system,  and  to  implement  a  number  of 
changes  made  by  the  Medicare 
Improvement  for  Patients  and  Providers 
Act  of  2008.  In  this  final  rule  with 
comment  period,  we  describe  the 
changes  to  the  amounts  and  factors  used 
to  determine  the  payment  rates  for 
Medicare  hospital  outpatient  services 
paid  under  the  prospective  payment 
system.  These  changes  are  applicable  to 
services  furnished  on  or  after  January  1, 
2009. 

In  addition,  this  final  rule  with 
comment  period  updates  the  revised 
Medicare  ambulatory  surgical  center 
(ASC)  payment  system  to  implement 
applicable  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  this  system.  In  this 
final  rule  with  comment  period,  we  set 
forth  the  applicable  relative  payment 
weights  and  amounts  for  services 
furnished  in  ASCs,  specific  HCPCS 
codes  to  which  these  changes  apply, 
and  other  pertinent  ratesetting 
information  for  the  CY  2009  ASC 
payment  system.  These  changes  are 
applicable  to  services  furnished  on  or 
after  January  1,  2009. 


In  this  document,  we  are  responding 
to  public  comments  on  a  proposed  rule 
and  finalizing  updates  to  the  ASC 
Conditions  for  Coverage  to  reflect 
'current  ASC  practices  and  new 
requirements  in  the  conditions  to 
promote  and  protect  patient  health  and 
safety. 

Further,  this  final  rule  also  clarifies 
policy  statements  included  in  responses 
to  public  comments  set  forth  in  the 
preamble  of  the  March  30,  2007  final 
rule  regarding  the  Secretary’s  ability  to 
terminate  Medicare  providers  and 
suppliers  (that  is,  transplant  centers) 
during  an  appeal  of  a  determination  that 
affects  participation  in  the  Medicare 
program. 

DATES:  Effective  Dates:  The  provisions 
of  this  rule  are  effective  January  1,  2009, 
except  for  amendments  to  42  CFR  416.2, 
416.41  through  416.43,  and  416.49 
through  416.52  are  effective  on  May  18, 
2009.  The  policy  clarification  set  forth 
in  section  XVIII  of  the  preamble  of  this 
rule  is  effective  December  18,  2008. 

Comment  Period:  We  will  consider 
comments  on  the  payment 
classifications  assigned  to  HCPCS  codes 
identified  in' Addenda  B,  AA,  and  BB  to 
this  final  rule  with  comment  period 
with  the  “NI”  comment  indicator,  and 
on  other  areas  specified  throughout  this 
rule,  received  at  one  of  the  addresses 
provided  in  the  ADDRESSES  section,  no 
later  than  5  p.m.  EST  on  December  29, 
2008. 

Application  Deadline — New  Class  of 
New  Technology  Intraocular  Lenses: 
Request  for  review  of  applications  for  a 
new  class  of  new  technology  intraocular 
lenses  must  be  received  by  5  p.m.  EST 
on  March  2,  2009. 

ADDRESSES:  In  commenting,  please  refer 
to  file  code  CMS-1404-FC.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (no  duplicates,  please): 

1.  Electronically.  You  may  submit 
electronic  comments  on  this  regulation 
to  http://www.regulations.gov.  Follow 
the  instructions  for  “Comment  or 
Submission”  and  enter  the  file  code  to 
find  the  document  accepting  comments. 

2.  By  regular  mail.  You  may  mail 
written  comments  (one  original  and  two 
copies)  to  the  following  address  ONLY: 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  Attention:  CMS-1404- 
FC,  P.O.  Box  8013,  Baltimore,  MD 
21244-1850. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 


3.  By  express  or  overnight  mail.  You 
may  send  written  comments  (one 
original  and  two  copies)  to  the  following 
address  ONLY:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  and  Human  Services,  Attention: 
CMS-1404-FC,  Mail  Stop  C4-26-05, 
7500  Security  Boulevard,  Baltimore,  MD 
21244-1850. 

4.  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  (one  original 
and  two  copies)  before  the  close  of  the 
comment  period  to  one  of  the  following 
addresses: 

a.  Room  445-G,  Hubert  H.  Humphrey 
Building,  200  Independence  Avenue, 
SW.,  Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
HHH  Building  is  not  readily  a’^ailable  to 
persons  without  Federal  Government 
identification,  commenters  are 
encouraged  to  leave  their  comments  in 
the  CMS  drop  slots  located  in  the  main 
lobby  of  the  building.  A  stamp-in  clock 
is  available  for  persons  wishing  to  retain 
a  proof  of  filing  by  stamping  in  and 
retaining  an  extra  copy  of  the  comments 
being  filed.) 

b.  7500  Security  Boulevard, 

Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  the  telephone  number  (410) 
786-9994  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

For  information  on  viewing  public 
comments,  see  the  beginning  of  the 
SUPPLEMENTARY  INFORMATION  section. 

Applications  for  a  new  class  of  new 
technology  intraocular  lenses:  Requests 
for  review  of  applications  for  a  new 
class  of  new  technology  intraocular 
lenses  must  be  sent  by  regular  mail  to: 
ASC/NTIOL,  Division  of  Outpatient 
Care,  Mailstop  C4-05-17,  Centers  for 
Medicare  &  Medicaid  Services,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850. 

FOR  FURTHER  INFORMATION  CONTACT: 

Alberta  Dwivedi,  (410)  786-0378, 
Hospital  outpatient  prospective 
payment  issues. 

Dana  Burley,  (410)  786-0378, 
Ambulatory  surgical  center  issues. 

Suzanne  Asplen,  (410)  786-4558, 
Partial  hospitalization  and  community 
mental  health  center  issues. 

Sheila  Blackstock,  (410)  786-3502, 
Reporting  of  quality  data  issues. 

Jacqueline  Morgan,  (410)  786—4282, 
Joan  A.  Moliki,  (410)  786-5526,  Steve 
Miller,  (410)  786-6656,  and  Jeannie 
Miller,  (410)  786—3164,  Ambulatory 
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surgical  center  Conditions  for  Coverage 
issues. 

Marcia  Newton,  (410)  786-5265,  and 
Karen  Tritz,  (410)  786-8021, 
Clarification  of  provider  and  supplier 
termination  policy  issues. 
SUPPLEMENTARY  INFORMATION; 

Inspection  of  Public  Comments:  All 
comments  received  before  the  close  of 
the  comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.reguIations.gov.  Follow  the  search 
instructions  on  that  Web  site  to  view 
public  comments. 

Comments  received  timely  will  also 
be  available  for  public  inspection  as 
they  are  received,  generally  beginning 
approximately  3  weeks  after  publication 
of  a  document,  at  the  headquarters  of 
the  Centers  for  Medicare  &  Medicaid 
Services,  7500  Security  Boulevard, 
Baltimore,  MD  21244,  on  Monday 
through  Friday  of  each  week  from  8:30 
a.m.  to  4  p.m.  EST.  To  schedule  an 
appointment  to  view  public  comments, 
phone  1-800-743-3951. 

Electronic  Access 

This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  GPO  Access,  a 
service  of  the  U.S.  Government  Printing 
Office.  Free  public  access  is  available  on 
a  Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web;  the  Superintendent  of 
Documents’  home  page  address  is 
http://www.gpoaccess.gov/index.html, 
by  using  local  WAIS  client  software,  or 
by  telnet  to  swais.access.gpo.gov,  then 
login  as  guest  (no  password  required). 
Dial-in  users  should  use 
communications  software  and  modem 
to  call  (202)  512-1661;  type  swais,  then 
login  as  guest  (no  password  required). 

Alphabetical  List  of  Acronyms  Appearing  in 
This  Final  Rule  With  Comment  Period 

AAAASF  American  Association  for 

Accreditation  of  Ambulatory  Surgical 

Facilities 

AAAHC  Accreditation  Association  for 

Ambulatory  Health  Care 
ACER  American  College  of  Emergency 

Physicians 

AHA  American  Hospital  Association 
AHIMA  American  Health  Information 

Management  Association 
AMA  American  Medical  Association 
AMP  Average  manufacturer  price 
AOA  American  Osteopathic  Association 


APC  Ambulatory  payment  classification 
ASC  Ambulatory  Surgical  Center 
ASP  Average  sales  price 
AWP  Average  wholesale  price 
BBA  Balanced  Budget  Act  of  1997,  Public 
Law  105-33 

BBRA  Medicare,  Medicaid,  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement  Act 
of  1999,  Public  Law  106-113 
BCA  Blue  Cross  Association 
BCBSA  Blue  Cross  and  Blue  Shield 
Association 

BIPA  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act 
of  2000,  Public  Law  106-554 
CAH  Critical  access  hospital 
CAP  Competitive  Acquisition  Program 
CBSA  Core-Based  Statistical  Area 
CCR  Cost-to-charge  ratio 
CERT  Comprehensive  Error  Rate  Testing 
CfC  Condition  for  Coverage 
CMHC  Community  mental  health  center 
CMS  Centers  for  Medicare  &  Medicaid 
Services 

CoP  Condition  of  participation 
CORF  Comprehensive  outpatient 
rehabilitation  facility 
CPT  [Physicians’]  Current  Procedural 
Terminology,  Fourth  Edition,  2007, 
copyrighted  by  the  American  Medical 
Association 

CRNA  Certified  registered  nurse  anesthetist 
CY  Calendar  year 

DMEPOS  Durable  medical  equipment, 
prosthetics,  orthotics,  and  supplies 
DMERC  Durable  medical  equipment 
regional  carrier 

DRA  Deficit  Reduction  Act  of  2005,  Public 
Law  109-171 

DSH  Disproportionate  share  hospital 
EACH  Essential  Access  Community 
Hospital 

E/M  Evaluation  and  management 
EPO  Erythropoietin 
ESRD  End-stage  renal  disease 
FACA  Federal  Advisory  Committee  Act, 
Public  Law  92-463 

FAR  Federal  Acquisition  Regulations 
FDA  Food  and  Drug  Administration 
FFS  Fee-for-service 
FSS  Federal  Supply  Schedule 
FTE  Full-time  equivalent 
FY  Federal  fiscal  year 
GAO  Government  Accountability  Office 
GME  Graduate  medical  education 
HCPCS  Healthcare  Common  Procedure 
Coding  System 

HCRIS  Hospital  Cost  Report  Information 
System 

HHA  Home  health  agency 
HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1996,  Public  Law 
104-191 

HOPD  Hospital  outpatient  department 
HOP  QDRP  Hospital  Outpatient  Quality 
Data  Reporting  Program 
ICD-9-CM  International  Classification  of 
Diseases,  Ninth  Edition,  Clinical 
Modification 

IDE  Investigational  device  exemption 
IME  Indirect  medical  education 
I/OCE  Integrated  Outpatient  Code  Editor 
lOL  Intraocular  lens 
IPPE  Initial  preventive  physical 
examination 


IPPS  [Hospital]  Inpatient  prospective 
payment  system 

IVIG  Intravenous  immune  globulin 
MAC  Medicare  Administrative  Contractors 
MedPAC  Medicare  Payment  Advisory 
Commission 

MDH  Medicare-dependent,  small  mral 
hospital 

MIEA-TRHCA  Medicare  Improvements  and 
Extension  Act  under  Division  B,  Title  I  of 
the  Tax  Relief  Health  Care  Act  of  2006, 
'Public  Law  109—432 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008,  Public  Law 
110-275 

MMA  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003,  Public  Law  108-173 
MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Public  Law  110-173 
MPFS  Medicare  Physician  Fee  Schedule 
MSA  Metropolitan  Statistical  Area 
NCCI  National  Correct  Coding  Initiative 
NCD  National  Coverage  Determination 
NTIOL  New  technology  intraocular  lens 
OIG  [HHS]  Office  of  the  Inspector  General 
0MB  Office  of  Management  and  Budget 
OPD  [Hospital]  Outpatient  department 
OPPS  [Hospital]  Outpatient  prospective 
payment  system 

PHP  Partial  hospitalization  program 
PM  Program  memorandum 
PPI  Producer  Price  Index 
PPS  Prospective  payment  system 
PPV  Pneumococcal  pneumonia  vaccine 
PRA  Paperwork  Reduction  Act 
QAPI  Quality  Assessment  and  Performance 
Improvement 

QIO  Quality  Improvement  Organization 
RFA  Regulatory  Flexibility  Act 
RHQDAPU  Reporting  Hospital  Quality  Data 
for  Annual  Payment  Update  [Program] 
RHHI  Regional  home  health  intermediary 
SBA  Small  Business  Administration 
SCH  Sole  community  hospital 
SDP  Single  Drug  Pricer 
SI  Status  indicator 
TEFRA  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982,  Public  Law 
97-248 

TOPS  Transitional  outpatient  payments 
USPDI  United  States  Pharmacopoeia  Drug 
Information 

WAC  Wholesale  acquisition  cost 
In  this  document,  we  address  two 
payment  systems  under  the  Medicare 
program;  The  hospital  outpatient 
prospective  payment  system  (OPPS)  and 
the  revised  ambulatory  surgical  center 
(ASC)  payment  system.  The  provisions 
relating  to  the  OPPS  are  included  in 
sections  I.  through  XIV.,  XVI.,  XVII.,  and 
XIX.  through  XXIII.  of  this  final  rule 
with  comment  period  and  in  Addenda 
A,  B,  C  (Addendum  C  is  available  on  the 
Internet  only;  we  refer  readers  to  section 
XIX.  of  this  final  rule  with  comment 
period),  Dl,  D2,  E,  L,  and  M  to  this  final 
rule  with  comment  period.  The 
provisions  related  to  the  revised  ASC 
payment  system  are  included  in 
sections  XV.  and  XIX.  through  XXIII.  of 
this  final  rule  with  comment  period  and 
in  Addenda  AA,  BB,  DDl,  DD2,  and  EE 
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to  this  final  rule  with  comment  period. 
(Addendum  EE  is  available  on  the 
Internet  only;  we  refer  readers  to  section 
XIX.  of  this  final  rule  with  comment 
period.) 

In  this  document,  we  also  address 
changes  to  the  ASC  Conditions  for 
Coverage  (CfCs).  The  provisions  relating 
to  the  ASC  CfCs  are  included  in  sections 
XV.,  XIX.,  XX.B.,  and  XXIII.  of  this 
document.  In  addition,  in  this 
document,  we  clarify  policy  regarding 
the  Secretary’s  ability  to  terminate 
Medicare  providers  and  suppliers  (in 
this  case,  transplant  centers)  during  an 
appeal  of  a  determination  that  affects 
participation  in  the  Medicare  Program. 
This  clarification  is  included  in  section 
XVIII.  of  this  document. 

Table  of  Contents 

I.  Background  for  the  OPPS  . 

A.  Legislative  and  Regulatory  Authority  for 
the  Hospital  Outpatient  Prospective 
Payment  System 

B.  Excluded  OPPS  Services  and  Hospitals 

C.  Prior  Rulemaking 

D.  APC  Advisory  Panel 

1.  Authority  of  the  APC  Panel 

2.  Establishment  of  the  APC  Panel 

3.  APC  Panel  Meetings  and  Organizational 
Structure 

E.  Provisions  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007 

1.  Increase  in  Physician  Payment  Update 

2.  Extended  Expiration  Date  for  Cost-Based 
OPPS  Payment  for  Brachytherapy 
Sources  and  Therapeutic 
Radiopharmaceuticals 

3.  Alternative  Volume  Weighting  in 
Computation  of  Average  Sales  Price 
(ASP)  for  Medicare  Part  B  Drugs 

4.  Extended  Expiration  Date  for  Certain 
IPPS  Wage  Index  Geographic 
Reclassification  and  Special  Exceptions 

F.  Provisions  of  the  Medicare 
Improvements  for  Patients  and  Providers 
Act  of  2008 

1 .  Improvements  to  Coverage  of  Preventive 
Services 

2.  Extended  Expiration  Date  for  Certain 
IPPS  Wage  Index  Geographic 
Reclassifications  and  Special  Exceptions 

3.  Increase  in  Physician  Payment  Update 

4.  Extension  of  Expiration  Date  for  Cost- 
Based  OPPS  Payment  for  Brachytherapy 
and  Therapeutic  Radiopharmaceuticals 

5.  Extension  and  Expansion  of  the 
Medicare  Hold  Harmless  Provision 
Under  the  OPPS  for  Certain  Hospitals 

G.  Summary  of  the  Major  Contents  of  the 
CY  2009  OPPS/ ASC  Proposed  Rule 

1.  Updates  Affecting  OPPS  Payments 

2.  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

3.  OPPS  Payment  for  Devices 

4.  OPPS  Payment  for  Drugs,  Biologicals, 
and  Radiopharmaceuticals 

5.  Estimate  of  OPPS  Transitional  Pass- 
Through  Spending  for  Drugs,  Biologicals, 
Radiopharmaceuticals,  and  Devices 

6.  OPPS  Payment  for  Brachytherapy 
Sources 

7.  OPPS  Payment  for  Drug  Administration 
Services 


8.  OPPS  Pa5mient  for  Hospital  Outpatient 
Visits 

9.  Payment  for  Partial  Hospitalization 
Services 

10.  Procedures  That  Will  Be  Paid  Only  as 
Inpatient  Services . 

11.  OPPS  Nonrecurring  Technical  and 
Policy  Clarifications 

12.  OPPS  Payment  Status  and  Comment 
Indicators 

13.  OPPS  Policy  and  Payment  ' 

Recommendations 

14.  Update  of  the  Revised  Ambulatory 
Surgical  Center  (ASC)  Payment  System 

15.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

16.  Healthcare- Associated  Conditions 

17.  Regulatory  Impact  Analysis 

H.  Public  Comments  Received  in  Response 
to  the  CY  2009  OPPS/ ASC  Proposed 
Rule 

I.  Public  Comments  Received  in  Response 
to  the  November  27,  2007  OPPS/ASC 
Final  Rule  With  Comment  Period 

J.  Proposed  Rule  on  ASC  Conditions  for 
Coverage 

K.  Medicare  Hospital  Conditions  of 
Participation:  Requirements  for  Approval 
and  Re-Approval  of  Transplant  Programs 
To  Perform  Transplants — Clarification  of 
Provider  and  Supplier  Termination 
Policy 

II.  Updates  Affecting  OPPS  Payments 

A.  Recalibration  of  APC  Relative  Weights 

1.  Database  Construction 

a.  Database  Source  and  Methodology 

b.  Use  of  Single  and  Multiple  Procedure 
Claims 

c.  Calculation  of  CCRs 

(1)  Development  of  the  CCRs 

(2)  Charge  Compression 

2.  Calculation  of  Median  Costs 

a.  Claims  Preparations 

b.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Claims 

(1)  Splitting  Claims 

(2)  Creation  of  “Pseudo”  Single  Claims 

c.  Completion  of  Claim  Records  and 
Median  Cost  Calculations 

d.  Calculation  of  Single  Procedure  APC 
Criteria-Based  Median  Costs 

(1)  Device-Dependent  APCs 

(2)  Blood  and  Blood  Products 

(3)  Single  Allergy  Tests 

(4)  Echocardiography  Services 

(5)  Nuclear  Medicine  Services 

(6)  Hyperbaric  Oxygen  Therapy 

(7)  Payment  for  Ancillary  Outpatient 
Services  When  Patient  Expires  (-CA 
Modifier) 

e.  Calculation  of  Composite  APC  Criteria- 
Based  Median  Costs 

(1)  Extended  Assessment  and  Management 
Composite  APCs  (APCs  8002  and  8003) 

(2)  Low  Dose  Rate  (LDR)  Prostate 
Brachytherapy  Composite  APC  (APC 
8001)' 

(3)  Cardiac  Electrophysiologic  Evaluation 
and  Ablation  Composite  APC  (APC  8000) 

(4)  Mental  Health  Services  Composite  APC 
(APC  0034) 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  8006,  8007,  and  8008) 

3.  Calculation  of  OPPS  Scaled  Payment 
Weights 

4.  Changes  to  Packaged  Services 


a.  Background 

b.  Service-Specific  Packaging  Issues 

(1)  Package  Services  Addressed  by  APC 
Panel  Recommendations 

(2)  Intravenous  Immune  Globulin  (FVIG) 
Preadministration-Related  Services 

(3)  Other  Service-Specific  Packaging  Issues 

B.  Conversion  Factor  Update 

C.  Wage  Index  Changes 

D.  Statewide  Average  Default  CCRs 

E.  OPPS  Payments  to  Certain  Rural  and 
Other  Hospitals 

1.  Hold  Harmless  Transitional  Payment 
Changes  Made  by  Public  Law  110-275 
(MIPPA) 

2.  Adjustment  for  Rural  SCHs  Implemented 
in  CY  2006  Related  to  Public  Law  108- 
173  (MMA) 

F.  Hospital  Outpatient  Outlier  Payments 

1.  Background 

2.  Outlier  Calculation 

3.  Outlier  Reconciliation 

G.  Calculation  of  an  Adjusted  Medicare 
Payment  from  the  National  Unadjusted 
Medicare  Payment 

H.  Beneficiary  Copayments 

I.  Background 

2.  Copayment  Policy 

3.  Calculation  of  an  Adjusted  Copayment 
Amount  for  an  APC  Group 

III.  OPPS  Ambulatory  Payment  Classification 
(APC)  Group  Policies 

A.  OPPS  Treatment  of  New  HCPCS  and 
CPT  Codes 

1.  Treatment  of  New  HCPCS  Codes 
Included  in  the  April  and  July  Quarterly 
OPPS  Updates  for  CY  2008 

2.  Treatment  of  New  Category  1  and  III  CPT 
Codes  and  Level  II  HCPCS  Codes 

B.  OPPS  Changes — Variations  Within  APCs 

1.  Background 

2.  Application  of  the  2  Times  Rule 

3.  Exceptions  to  the  2  Times  Rule 

C.  New  Technology  APCs 

1.  Background 

2.  Movement  of  Procedures  from  New 
Technology  APCs  to  Clinical  APCs 

D.  OPPS  APC-Specific  Policies 

1.  Apheresis  and  Stem  Cell  Processing 
Services 

a.  Low  Density  Lipoprotein  (LDL) 

Apheresis  (APC  0112) 

b.  Bone  Marrow  and  Stem  Cell  Processing 
Services  (APC  0393) 

2.  Genitourinary  Procedures 

a.  Implant  Injection  for  Vesicoureteral 
Reflex  (APC  0163) 

b.  Laparoscopic  Ablation  of  Renal  Mass 
(APC  0132) 

c.  Percutaneous  Renal  Crv'oabhation  (APC 
0423) 

d.  Magnetic  Resonance  Guided  Focused 
Ultrasound  (MRgFus)  Ablation  of 
Uterine  Fibroids  (APC  0067) 

e.  Prostatic  Thermotherapy  (APC  0429) 

3.  Nerv'ous  System  Procedures 

a.  Magnetoencephalography  (MEG)  (APC 
0067) 

b.  Chemodenervation  (APC  0204) 

4.  Ocular  Procedures 

a.  Suprachoroidal  Delivery  of 
Pharmacologic  Agent  (APC  0237) 

b.  Scanning  Opthalmic  Imaging  (APC  0230) 

5.  Orthopedic  Procedures 

a.  Closed  Treatment  Fracture  of  Finger/ 
Toe/Trunk  (APCs  0129,  0138,  and  0139) 
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b.  Arthroscopic  and  Other  Orthopedic 
Procedures  (APCs  0041  and  0042) 

c.  Surgical  Wrist  Procedures  (APCs  0053 
and  0054) 

d.  Intercarpal  or  Carpometacarpal 
Arthroplasty  (APC  0047) 

e.  Insertion  of  Posterior  Spinous  Process 
Distraction  Device  (APC  0052) 

6.  Radiation  Therapy  Services 

a.  Proton  Beam  Therapy  (APCs  0664  and 
0667) 

b.  Implantation  of  Interstitial  Devices  (APC 
0310) 

c.  Stereotactic  Radiosurgery  (SRS) 
Treatment  Delivery  Services  (APCs  0065, 
0066,  and  0067) 

7.  Other  Procedures  and  Services 

a.  Negative  Pressure  Wound  Therapy  (APC 
0013) 

h.  Endovenous  Ablation  (APCs  0091  and 
0092) 

c.  Unlisted  Antigen  Skin  Testing  (APC 
0341) 

d.  Home  International  Normalized  Ratio 
(INR)  Monitoring  (APC  0607) 

e.  Mental  Health  Services  (APCs  0322, 
0323,  0324,  and  0325) 

f.  Trauma  Response  Associated  With 
Hospital  Critical  Care  Services  (APC 
0618) 

IV.  OPPS  Payment  for  Devices 

A.  Pass-Through  Payments  for  Devices 

1.  Expiration  of  Transitional  Pass-Through 
Payments  for  Certain  Devices 

a.  Background 

b.  Final  Policy 

2.  Provisions  for  Reducing  Transitional 
Pass-Through  Payments  To  Offset  Costs 
Packaged  Into  Arc  Groups 

h.  Background 

b.  Final  Policy 

B.  Adjustment  to  OPPS  Payments  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

1.  Background 

2.  APCs  and  Devices  Subject  to  the 
Adjustment  Policy 

V.  OPPS  Payment  Changes  for  Drugs, 

Biologicals,  and  Radiopharmaceuticals 

A.  OPPS  Transitional  Pass-Through 
Payment  for  Additional  Costs  of  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

1.  Background 

2.  Drugs  and  Biologicals  With  Expiring 
Pass-Through  Status  in  CY  2008 

3.  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  New  or 
Continuing  Pass-Through  Status  in  CY 
2009 

4.  Reduction  of  Transitional  Pass-Through 
Payments  for  Diagnostic 
Radiopharmaceuticals  To  Offset  Costs 
Packaged  Into  APC  Groups 

B.  OPPS  Payment  for  Drugs,  Biologicals, 
and  Radiopharmaceuticals  Without  Pass- 
Through  Status 

1.  Background 

2.  Criteria  for  Packaging  Drugs,  Biologicals, 
and  Radiopharmaceuticals 

a.  Background 

b.  Drugs,  Biologicals,  and  Therapeutic 
Radiopharmaceuticals 

c.  Payment  for  Diagnostic 
Radiopharmaceuticals  and  Contrast 
Agents 


3.  Payment  for  Drugs  and  Biologicals 
Without  Pass-Through  Status  That  Are 
Not  Packaged 

a.  Payment  for  Specihed  Covered 
Outpatient  Drugs 

b.  Payment  Policy 

c.  Payment  for  Blood  Clotting  Factors 

4.  Payment  for  Therapeutic 
Radiopharmaceuticals 

a.  Background 

b.  Payment  Policy 

5.  Payment  for  Nonpass-Through  Drugs, 
Biologicals,  and  Radiopharmaceuticals 
With  HCPCS  Codes,  but  Without  OPPS 
Hospital  Claims  Data 

VI.  Estimate  of  OPPS  Transitional  Pass- 

Through  Spending  for  £)rugs,  Biologicals, 
Radiopharmaceuticals,  and  Devices 

A.  Back^ound 

B.  Estimate  of  Pass-Through  Spending 

VII.  OPPS  Payment  for  Brachytherapy 
Sources 

A.  Background 

B.  OPPS  Payment  Policy 

VIII.  OPPS  Payment  for  Drug  Administration 
Services 

A.  Background 

B.  Coding  and  Payment  for  Drug 
Administration  Services 

IX.  OPPS  Payment  for  Hospital  Outpatient 

Visits 

A.  Background 

B.  Policies  for  Hospital  Outpatient  Visits 

1.  Clinic  Visits:  New  and  Established 
Patient  Visits 

2.  Emergency  Department  Visits 

3.  Visit  Reporting  Guidelines 

X.  Payment  for  Partial  Hospitalization 

Services 

A.  Background 

B.  PHP  APC  Update 

C.  Policy  Changes 

1.  Policy  to  Deny  Payment  for  Low 
Intensity  Days 

2.  Policy  to  Strengthen  PHP  Patient 
Eligibility 

3.  Partial  Hospitalization  Coding  Update 

D.  Separate  Threshold  for  Outlier 
Payments  to  CMHCs 

XI.  Procedures  That  Will  Be  Paid  Only  as 

Inpatient  Procedures 

A.  Background 

B.  Changes  to  the  Inpatient  List 

XII.  OPPS  Nonrecurring  Technical  and  Policy 
Changes  and  Clarifications 

A.  Physician  Supervision  of  HOPD 
Services 

B.  Reporting  of  Pathology  Services  for 
Prostrate  Saturation  Biopsy 

C.  Changes  to  the  Initial  Preventive 
Physical  Examination  (IPPE) 

D.  Reporting  of  Wound  Care  Services 

E.  Standardized  Cognitive  Performance 
Testing 

XIII.  OPPS  Payment  Status  and  Comment 
Indicators 

A.  OPPS  Payment  Status  Indicator 
Definitions 

1.  Payment  Status  Indicators  To  Designate 
Services  That  Are  Paid  Under  the  OPPS 

2.  Payment  Status  Indicators  To  Designate 
Services  That  Are  Paid  Under  a  Payment 
System  Other  Than  the  OPPS 

3.  Payment  Status  Indicators  To  Designate 
Services  That  Are  Not  Recognized  Under 
the  OPPS  but  That  May  Be  Recognized 
by  Other  Institutional  Providers 


4.  Payment  Status  Indicators  To  Designate 
Services  That  Are  Not  Payable  by 
Medicare  on  Outpatient  Claims 

B.  Comment  Indicator  Definitions 
XrV.  OPPS  Policy  and  Payment 
Recommendations 

A.  Medicare  Payment  Advisory 
Commission  (MedPAC) 
Reconunendations 

1.  March  2008  Report 

2.  June  2007  Report 

B.  APC  Panel  Recommendations 

C.  OIG  Recommendations 

XV.  Ambulatory  Surgical  Centers:  Updates 
and  Revisions  to  the  Ambulatory 
Surgical  Center  Conditions  for  Coverage 
and  Updates  to  the  Revised  Ambulatory 
Surgic^  Center  Payment  System 

A.  Legislative  and  Regulatory  Authority  for 
the  ASC  Conditions  for  Coverage 

B.  Updates  and  Revisions  to  the  ASC 
Conditions  for  Coverage 

1.  Background 

2.  Provisions  of  the  Proposed  and  Final 
Regulations 

a.  Definitions  (§416.2) 

b.  Specific  Conditions  for  Coverage 

(1)  Condition  for  Coverage:  Governing 
Body  and  Management  (§  416.41) 

(2)  Condition  for  Coverage:  Quality 
Assessment  and  Performance 
Improvement  (QAPI)  (§416.43) 

(3)  Condition  for  Coverage:  Laboratory  and 
Radiologic  Services  (§416.49) 

(4)  Condition  for  Coverage:  Patients  Rights 
(§416.50) 

(5)  Condition  for  Coverage:  Infection 
Control  (§416.51) 

(6)  Condition  for  Coverage:  Patient 
Admission,  Assessment  and  Discharge 
(§416.52) 

c.  Comments  Outside  the  Scope  of  the 
Proposed  Rule 

C.  Updates  of  the  Revised  ASC  Payment 
System 

1.  Legislative  Authority  for  the  ASC 
Payment  System 

2.  Prior  Rulemaking 

3.  Policies  Governing  Changes  to  the  Lists 
of  Codes  and  Payment  Rates  for  ASC 
Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

D.  Treatment  of  New  Codes 

1.  Treatment  of  New  Category  I  and  HI  CPT 
Codes  and  Level  II  HCPCS  Codes 

2.  Treatment  of  New  Level  II  HCPCS  Codes 
Implemented  in  April  and  July  2008 

E.  Update  to  the  List  of  ASC  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Additions  to  the  List  of  ASC  Covered 
Surgical  Procedures 

b.  Covered  Surgical  Procedures  Designated 
as  Office-Based 

(1)  Background 

(2)  Changes  to  Covered  Surgical  Procedures 
Designated  as  Office-Based  for  CY  2009 

c.  Covered  Surgical  Procedures  Designated 
as  Device-Intensive 

(1)  Background 

(2)  Changes  to  List  of  Covered  Surgical 
Procedures  Designated  as  Device- 
Intensive  for  CY  2009 

d.  Surgical  Procedures  Removed  from  the 
OPPS  Inpatient  List  for  CY  2009 
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2.  Covered  Ancillary  Services 

F.  ASC  Payment  for  Covered  Surgical 
Procedures  and  Covered  Ancillary 
Services 

1.  Payment  for  Covered  Surgical 
Procedures 

a.  Background 

b.  Update  to  ASC  Covered  Surgical 
Piwedure  Payment  Rates  for  CY  2009 

c.  Adjustment  to  ASC  Payments  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

2.  Payment  for  Covered  Ancillary  Services 

a.  Bacl^round 

b.  Payment  for  Covered  Ancillary  Services 
for  CY  2009 

G.  New  Technology  Intraocular  Lenses 
(NTIOLs) 

1.  Background 

2.  NTIOL  Application  Process  for  Payment 
•Adjustment 

3.  Classes  of  NTIOLs  Approved  and  New 
Request  for  Payment  Adjustment 

a.  Background 

b.  Requests  To  Establish  New  NTIOL  Class 
for  CY  2009 

4.  Payment  Adjustment 

5.  A^  Payment  for  Insertion  of  lOLs 

6.  Announcement  of  CY  2009  Deadline  for 
Submitting  Requests  for  CMS  Review  of 
Appropriateness  of  ASC  Payment  for 
Insertion  of  an  NTIOL  Following 
Cataract  Surgery 

if.  ASC  Payment  and  Comment  Indicators 

1.  Background 

2.  ASC  Payment  and  Comment  Indicators 

I.  Calculation  of  the  ASC  Conversion 

Factor  and  ASC  Payment  Rates 

1.  Background 

2.  Policy  Regarding  Calculation  of  the  ASC 
Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2009  and  Future  Years 

b.  Updating  the  ASC  Conversion  Factor 

3.  Display  of  ASC  Payment  Rates 
XVI.  Reporting  Quality  Data  for  Annual 

Payment  Rate  Updates 

A.  Background 

1.  Reporting  Hospital  Outpatient  Quality 
Data  for  Annual  Payment  Update 

2.  Reporting  ASC  Quality  Data  for  Annual 
Payment  Update 

3.  Reporting  Hospital  Inpatient  Quality 
Data  for  Annual  Payment  Update 

B.  Hospital  Outpatient  Measures  for  CY 
2009 

C.  Quality  Measures  for  CY  2010  and 
Subsequent  Calendar  Years  and  the 
Process  To  Update  Measures 

1.  Quality  Measures  for  CY  2010  Payment 
Determinations 

2.  Process  for  Updating  Measures 

3.  Possible  New  Quality  Measures  for  CY 
2011  and  Subsequent  Calendar  Years 

D.  Payment  Reduction  for  Hospitals  That 
Fail  To  Meet  the  HOP  QDRP 
Requirements  for  the  CY  2009  Payment 
Update 

1.  Background 

2.  Reduction  of  OPPS  Payments  for 

_  Hospitals  That  Fail  To  Meet  the  HOP 
QDRP  CY  2009  Payment  Update 
Requirements 

a.  Calculation  of  Reduced  National 
Unadjusted  Payment  Rates 


b.  Calculation  of  Reduced  Minimum 
Unadjusted  and  National  Unadjusted 
Beneficiary  Copayments 

c.  Treatment  of  Other  Payment 
Adjustments 

E.  Requirements  for  HOPD  Quality  Data 
Reporting  for  CY  2010  and  Subsequent 
Calendar  Years 

1.  Administrative  Requirements 

2.  Data  Collection  and  Submission 
Requirements 

3.  HOP  QDRP  Validation  Requirements 

a.  Data  Validation  Requirements  for  CY 
2010 

b.  Alternative  Data  Validation  Approaches 
forCY  2011 

F.  Publication  of  HOP  QDRP  Data 

G.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

H.  Reporting  of  ASC  Quality  Data 

I.  FY  2010  IPPS  Quality  Measures  under 
the  RHQDAPU  Program 

XVII.  Healthcare-Associated  Conditions 

A.  Background 

B.  Expanding  the  Principles  of  the  IPPS 
Hospital-Acquired  Conditions  Payment 
Provision  to  the  OPPS 

1.  Criteria  for  Possible  Candidate  OPPS 
Conditions 

2.  Collaboration  Process 

3.  Potential  OPPS  Healthcare- Associated 
Conditions 

4.  OPPS  Infi-astructure  and  Payment  for 
Encounters  Resulting  in  Healthcare- 
Associated  Conditions 

•  XVIII.  Medicare  Hospital  Conditions  of 

Participation:  Requirements  for  Approval 
and  Re-Approval  of  Transplant  Programs 
To  Perform  Transplants;  Clarification  of 
Provider  and  Supplier  Termination 
Policy 

XIX.  Files  Available  to  the  Public  Via  the 
Internet 

A.  Information  in  Addenda  Related  to  the 
CY  2009  Hospital  OPPS 

B.  Information  in  Addenda  Related  to  the 
CY  2009  ASC  Payment  System 

XX.  Collection  of  Information  Requirements 

A.  Legislative  Requirement  for  Solicitation 
of  Comments 

B.  ASC  Conditions  for  Coverage 
Collections 

1.  Condition  for  Coverage — Governing 
Body  and  Management  (§416.41) 

2.  Condition  for  Coverage-Quality 
Assessment  and  Performance 
Improvement  (§416.43) 

3.  Condition  for  Coverage — Patient  Rights 
(§416.50) 

4.  Condition  for  Coverage — Patient 
Admission,  Assessment  and  Discharge 
(§416.52) 

5.  Revisions  to  the  CfCs  on  Infection 
Control  in  This  Final  Rule  (§  416.51) 

C.  Associated  Information  Collections  Not 
Specified  in  Regulatory  Text 

XXL  Waiver  of  Proposed  Rulemaking 

XXII.  Response  to  Comments 

XXIII.  Regulatory  Impact  Analysis 

A.  Overall  Impact 

1.  Executive  Order  12866 

2.  Regulatory  Flexibility  Act  (RFA) 

3.  Small  Rural  Hospitals 

4.  Unfunded  Mandates 

5.  Federalism 

B.  Effects  of  OPPS  Changes  in  This  Final 
Rule  With  Comment  Period 


1.  Alternatives  Considered 

a.  Alternatives  Considered  for  Payment  of 
Multiple  Imaging  Procedures 

b.  Alternatives  Considered  for  the  HOP 
QDRP  Requirements  for  the  CY  2009 
Payment  Update 

c.  Alternatives  Considered  Regarding  OPPS 
Cost  Estimation  for  Relative  Payment 
Weights 

2.  Limitation  of  Our  Analysis 

3.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Hospitals 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  CMHCs 

5.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

6.  Conclusion 

7.  Accounting  Statement 

C.  Effects  of  ASC  Payment  System  Changes 
in  This  Final  Rule  With  Comment  Period 

1.  Alternatives  Considered 

a.  Office-Based  Procedures 

b.  Covered  Surgical  Procedures 

2.  Limitations  of  Our  Analysis 

3.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  ASCs 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

5.  Conclusion 

6.  Accounting  Statement 

D.  Effects  of  Final  Requirements  for 
Reporting  of  Quality  Data  for  Annual 
Hospital  Payment  Update 

E.  Effects  of  ASC  Conditions  for  Coverage 
Changes  in  This  Final  Rule 

1.  Effects  on  ASCs 

a.  Effects  of  the  Governing  Body  and 
Management  Provision 

b.  Effects  of  the  QAPI  Provision 

c.  Effects  of  the  Laboratory  and  Radiologic 
Services  Provision 

d.  Effects  of  the  Patient  Rights  Provision 

e.  Effects  of  the  Infection  Control  Provision 

f.  Effects  of  the  Patient  Admission, 
Assessment  and  Discharge  Provision 

2.  Alternatives  Considered 

a.  Alternatives  to  the  Governing  Body  and 

Management  Provision  ' 

b.  Alternatives  to  the  QAPI  Provision 

c.  Alternatives  to  the  Patient  Rights 
Provision 

d.  Alternatives  to  the  Discharge  Provision 

3.  Conclusion 

F.  Executive  Order  12866 
Regulation  Text 
Addenda 
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Is  Packaged) 
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Code  for  CY  2009 

Addendum  BB — ASC  Covered  Ancillary 
Services  Integral  to  Covered  Surgical 
Procedures  for  CY  2009  (Including 
Ancillary  Services  for  Which  Payment  Is 
Packaged) 

Addendum  Dl — OPPS  Payment  Status 
Indicators 

Addendum  DDl — ASC  Payment  Indicators 

Addendum  D2 — OPPS  Comment  Indicators 

Addendum  DD2 — ASC  Comment 
Indicators 

Addendum  E — HCPCS  Codes  That  Would 
Be  Paid  Only  as  Inpatient  Procedures  for 
CY  2009 
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Addendum  EE — Surgical  Procedures 
Excluded  from  Payment  in  ASCs 

Addendum  L — Out-Migration  Adjustment 

Addendum  M — HCPCS  Codes  for  ' 

Assignment  to  Composite  APCs  for  CY 
2009 

I.  Background  for  the  OPPS 

A.  Legislative  and  Regulatory  Authority 
for  the  Hospital  Outpatient  Prospective 
Payment  System 

When  the  Medicare  statute  was 
originally  enacted,  Medicare  payment 
for  hospital  outpatient  services  was 
based  on  hospital-specific  costs.  In  an 
effort  to  ensure  that  Medicare  and  its 
beneficiaries  pay  appropriately  for 
services  and  to  encourage  more  efficient 
delivery  of  care,  the  Congress  mandated 
replacement  of  the  reasonable  cost- 
based  payment  methodology  with  a 
prospective  payment  system  (PPS).  The 
Balanced  Budget  Act  (BBA)  of  1997 
(Pub.  L.  105-33)  added  section  1833{t) 
to  the  Social  Security  Act  (the  Act) 
authorizing  implementation  of  a  PPS  for 
hospital  outpatient  services. 

Tne  Medicare,  Medicaid,  and  SCHIP 
Balanced  Budget  Refinement  Act 
(BBRA)  of  1999  (Pub.  L.  106-113)  made 
major  changes  in  the  hospital  outpatient 
prospective  payment  system  (OPPS). 

The  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection 
Act  (BIPA)  of  2000  (Pub.  L.  106-554) 
made  further  changes  in  the  OPPS.  The 
Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act 
(MMA)  of  2003  (Pub.  L.  108-173)  also 
amended  Section  1833(t)  of  the  Act.  The 
Deficit  Reduction  Act  (DRA)  of  2005 
(Pub.  L.  109—171),  enacted  on  February 
8,  2006,  also  made  additional  changes  in 
the  OPPS.  In  addition,  the  Medicare 
Improvements  and  Extension  Act  under 
Division  B  of  Title  I  of  the  Tax  Relief 
and  Health  Care  Act  (MIEA-TRHCA)  of 
2006  (Pub.  L.  109-432),  enacted  on 
December  20,  2006,  made  further 
changes  in  the  OPPS.  Further,  the 
Medicare,  Medicaid,  and  SCHIP 
Extension  Act  (MMSEA)  of  2007  (Pub. 

L.  110-173),  enacted  on  December  29, 
2007,  made  additional  changes  in  the 
OPPS.  We  also  note  that  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  (MIPPA)  of  2008  (Pub.  L. 
110-275),  enacted  on  July  15,  2008, 
made  further  changes  to  the  OPPS.  A 
discussion  of  these  changes  related  to 
the  MMSEA  are  included  in  sections 
I.E.,  II.C.,  V.,  and  VII.  of  this  final  rule 
with  comment  period  and  those  related 
to  the  MIPPA  are  included  in  sections 
I.F.,  II.C.,  II.E.1.,  V.,  VII.,  and  XII.C. 

The  OPPS  was  first  implemented  for 
services  furnished  on  or  after  August  1, 
2000.  Implementing  regulations  for  the 
OPPS  are  located  at  42  CFR  Part  419. 


Under  the  OPPS,  we  pay  for  hospital 
outpatient  services  on  a  rate-per-service 
basis  that  varies  according  to  the 
ambulatory  payment  classification 
(APC)  group  to  which  the  service  is 
assigned.  We  use  the  Healthcare 
Common  Procedure  Coding  System 
(HCPCS)  codes  (which  include  certain 
Current  Procedural  Terminology  (CPT) 
codes)  and  descriptors  to  identify  and 
group  the  services  within  each  APC 
group.  The  OPPS  includes  payment  for 
most  hospital  outpatient  services, 
except  those  identified  in  section  I.B.  of 
this  final  rule  with  comment  period. 
Section  1833(t)(l)(B)(ii)  of  the  Act 
provides  for  Medicare  payment  under 
the  OPPS  for  hospital  outpatient 
servjces  designated  by  the  Secretary 
(which  includes  partial  hospitalization 
services  furnished  by  community 
mental  health  centers  (CMHCs))  and 
hospital  outpatient  services  that  are 
furnished  to  inpatients  who  have 
exhausted  their  Part  A  benefits,  or  who 
are  otherwise  not  in  a  covered  Part  A 
stay.  Section  611  of  Public  Law  108-173 
added  provisions  for  Medicare  coverage 
for  an  initial  preventive  physical 
examination,  subject  to  the  applicable 
deductible  and  coinsurance,  as  an 
outpatient  department  service,  payable 
under  the  OPPS. 

The  OPPS  rate  is  an  unadjusted 
national  payment  amount  that  includes 
the  Medicare  payment  and  the 
beneficiary  copayment.  This  rate  is 
divided  into  a  labor-related  amount  and 
a  nonlabor-related  amount.  The  labor- 
related  amount  is  adjusted  for  area  wage 
differences  using  the  hospital  inpatient 
wage  index  value  for  the  locality  in 
which  the  hospital  or  CMHC  is  located. 

All  services  and  items  within  an  APC 
group  are  comparable  clinically  and 
with  respect  to  resource  use  (section 
1833(t)(2)(B)  of  the  Act).  In  accordance 
with  section  1833(t)(2)  of  the  Act, 
subject  to  certain  exceptions,  services 
and  items  within  an  APC  group  cannot 
be  considered  comparable  with  respect 
to  the  use  of  resources  if  the  highest 
median  (or  mean  cost,  if  elected  by  the 
Secretary)  for  an  item  or  service  in  the 
APC  group  is  more  than  2  times  greater 
than  the  lowest  median  cost  for  an  item 
or  service  within  the  same  APC  group 
(referred  to  as  the  “2  times  rule”).  In 
implementing  this  provision,  we 
generally  use  the  median  cost  of  the 
item  or  service  assigned  to  an  APC 
group. 

For  new  technology  items  and 
services,  special  payments  under  the 
OPPS  may  be  made  in  one  of  two  ways. 
Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments, 
which  we  refer  to  as  “transitional  pass¬ 
through  payments,”  for  at  least  2  but  not 


more  tlian  3  years  for  certain  drugs, 
biological  agents,  brachytherapy  devices 
used  for  the  treatment  of  cancer,  and 
categories  of  other  medical  devices.  For 
new  technology  services  that  are  not 
eligible  for  transitional  pass-through 
payments,  and  for  which  we  lack 
sufficient  data  to  appropriately  assign 
them  to  a  clinical  APC  group,  we  have 
established  special  APC  groups  based 
on  costs,  which  we  refer  to  as  New 
Technology  APCs.  These  New 
Technology  APCs  are  designated  by  cost 
bands  which  allow  us  to  provide 
appropriate  and  consistent  payment  for 
designated  new  procedures  that  are  not 
yet  reflected  in  our  claims  data.  Similar 
to  pass-through  payments,  an 
assignment  to  a  New  Technology  APC  is 
temporary;  that  is,  we  retain  a  service 
within  a  New  Technology  APC  until  we 
acquire  sufficient  data  to  assign  it  to  a 
clinically  appropriate  APC  group. 

B.  Excluded  OPPS  Services  and 
Hospitals 

Section  1833(t)(l)(B)(i)  of  the  Act 
authorizes  the  Secretary  to  designate  the 
hospital  outpatient  services  that  are 
paid  under  the  OPPS.  While  most 
hospital  outpatient  services  are  payable 
under  the  OPPS,  section 
1833(t)(l)(B)(iv)  of  the  Act  excludes 
payment  for  ambulance,  physical  and 
occupational  therapy,  and  speech- 
language  pathology  services,  for  which 
payment  is  made  under  a  fee  schedule. 
Section  614  of  Public  Law  108-173 
amended  section  1833(t)(l)(B)(iv)  of  the 
Act  to  exclude  payment  for  screening 
and  diagnostic  mammography  services 
from  the  OPPS.  The  Secretary  exercised 
the  authority  granted  under  the  statute 
to  also  exclude  from  the  OPPS  those 
services  that  are  paid  under  fee 
schedules  or  other  payment  systems. 
Such  excluded  services  include,  for 
example,  the  professional  services  of 
physicians  and  nonphysician 
practitioners  paid  under  the  Medicare 
Physician  Fee  Schedule  (MPFS); 
laboratory  services  paid  under  the 
clinical  diagnostic  laboratory  fee 
schedule  (CLFS);  services  for 
beneficiaries  with  end-stage  renal 
disease  (ESRD)  that  are  paid  under  the 
ESRD  composite  rate;  and  services  and 
procedures  that  require  an  inpatient  stay 
that  are  paid  under  the  hospital 
inpatient  prospective  payment  system 
(IPPS).  We  set  forth  the  services  that  are 
excluded  from  payment  under  the  OPPS 
in  §419.22  of  the  regulations. 

Under  §  419.20(b)  of  the  regulations, 
we  specify  the  types  of  hospitals  and 
entities  that  are  excluded  from  payment 
under  the  OPPS.  These  excluded 
entities  include  Maryland  hospitals,  but 
only  for  services  that  are  paid  under  a 
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cost  containment  waiver  in  accordance 
with  section  1814(bK3)  of  the  Act; 
critical  access  hospitals  (CAHs); 
hospitals  located  outside  of  the  50 
States,  the  District  of  Columbia,  and 
Puerto  Rico;  and  Indian  Health  Service 
hospitals. 

C.  Prior  Rulemaking 

On  April  7,  2000,  we  published  in  the 
Federal  Register  a  hnal  rule  with 
comment  period  (65  FR  18434)  to 
implement  a  prospective  payment 
system  for  hospital  outpatient  services. 
The  hospital  OPPS  was  first 
implemented  for  services  furnished  on 
or  after  August  1,  2000.  Section 
1833(t){9)  of  the  Act  requires  the 
Secretary  to  review  certain  components 
of  the  OPPS,  not  less  often  than 
annually,  and  to  revise  the  groups, 
relative  payment  weights,  and  other 
adjustments  that  take  into  account 
changes  in  medical  practices,  changes  in 
technologies,  and  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Since  initially  implementing  the 
OPPS,  we  have  published  final  rules  in 
the  Federal  Register  annually  to 
implement  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  this  system.  We 
published  in  the  Federal  Register  on 
November  27,  2007  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66580).  In  that  final  rule  with 
comment  period,  we  revised  the  OPPS 
to  update  the  payment  weights  and 
conversion  factor  for  services  payable 
under  the  CY  2008  OPPS  on  the  basis 
of  claims  data  from  January  1,  2006, 
through  December  31,  2006,  and  to 
implement  certain  provisions  of  Public 
Law  108-173  and  Public  Law  109-171. 
In  addition,  we  responded  to  public 
comments  received  on  the  provisions  of 
the  November  26,  2006  final  rule  with 
comment  period  (71  FR  67960) 
pertaining  to  the  APC  assignment  of 
HCPCS  codes  identified  in  Addendum  B 
to  that  rule  with  the  new  interim  (NI) 
comment  indicator;  and  public 
comments  received  on  the  August  2, 

2007  OPPS/ASC  proposed  rule  for  CY 

2008  (72  FR  42628). 

Subsequent  to  publication  of  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  we  published  in  the 
Federal  Register  on  February  22,  2008, 
a  correction  notice  (73  FR  9860)  to 
correct  certain  technical  errors  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period. 

On  July  18,  2008,  we  issued  in  the 
Federal  Register  (73  FR  41416)  a 
proposed  rule  for  the  CY  2009  OPPS/ 
ASC  payment  system  to  implement 
statutory  requirements  and  changes 


arising  from  our  continuing  experience 
with  both  systems.  Subsequent  to 
issuance  of  the  CY  2009  OPPS/ASC 
proposed  rule,  we  published  in  the 
Federal  Register  on  August  11,  2008  a 
correction  notice  (73  FR  46575)  to 
replace  Table  30  included  the  CY  2009 
OPPS/ASC  proposed  rule. 

D.  APC  Advisory  Panel 

1 .  Authority  of  the  APC  Panel 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  the  BBRA, 
and  redesignated  by  section  202(a)(2)  of 
the  BBRA,  requires  that  we  consult  with 
an  outside  panel  of  experts  to  review  the 
clinical  integrity  of  the  payment  groups 
and  their  weights  under  the  OPPS.  The 
Act  further  specifies  that  the  panel  will 
act  in  an  advisory  capacity.  The 
Advisory  Panel  on  Ambulatory  Payment 
Classification  (APC)  Groups  (the  APC 
Panel),  discussed  under  section  I.D.2.  of 
this  final  rule  with  comment  period, 
fulfills  these  requirements.  The  APC 
Panel  is  not  restricted  to  using  data 
compiled  by  CMS,  and  it  may  use  data 
collected  or  developed  by  organizations 
outside  the  Department  in  conducting 
its  review. 

2.  Establishment  of  the  APC  Panel 

On  November  21,  2000,  the  Secretary 
signed  the  initial  charter  establishing 
the  APC  Panel.  This  expert  panel,  which 
may  be  composed  of  up  to  15 
representatives  of  providers  (currently 
employed  full-time,  not  as  consultants, 
in  their  respective  areas  of  expertise) 
subject  to  the  OPPS,  reviews  clinical 
data  and  advises  CMS  about  the  clinical 
integrity  of  the  APC  groups  and  their 
payment  weights.  The  APC  Panel  is 
technical  in  nature,  and  it  is  governed 
by  the  provisions  of  the  Federal 
Advisory  Committee  Act  (FACA).  Since 
its  initial  chartering,  the  Secretary  has 
renewed  the  APC  Panel’s  charter  three 
times:  On  November  1,  2002;  on 
November  1,  2004;  and  on  November 
21,  2006.  The  current  charter  specifies, 
among  other  requirements,  that  the  APC 
Panel  continues  to  be  technical  in 
nature:  is  governed  by  the  provisions  of 
the  FACA;  may  convene  up  to  three 
meetings  per  year;  has  a  Designated 
Federal  Officer  (DFO);  and  is  chaired  by 
a  Federal  official  designated  by  the 
Secretary. 

The  current  APC  Panel  membership 
and  other  information  pertaining  to  the 
APC  Panel,  including  its  charter. 

Federal  Register  notices,  membership, 
meeting  dates,  agenda  topics,  and 
meeting  reports  can  be  viewed  on  the 
CMS  Web  site  at:  http://www\cms.hhs. 
gov/FACA/05_ 
AdvisoryPanelonAmbuIatory 


PaymentClassificationGroups.aspH 

TopOfPage. 

3.  APC  Panel  Meetings  and 
Organizational  Structure 

The  APC  Panel  first  met  on  February 
27,  February  28,  and  March  1,  2001. 
Since  the  initial  meeting,  the  APC  Panel 
has  held  15  subsequent  meetings,  with 
the  last  meeting  taking  place  on  August 
27  and  28,  2008.  Prior  to  each  meeting, 
we  publish  a  notice  in  the  Federal 
Register  to  announce  the  meeting  and, 
when  necessary,  to  solicit  nominations 
for  APC  Panel  membership  and  to 
announce  new  members. 

The  APC  Panel  has  established  an 
operational  structure  that,  in  part, 
includes  the  use  of  three  subcommittees 
to  facilitate  its  required  APC  review 
process.  At  its  March  2008  meeting,  the 
APC  Panel  recommended  that  the 
Observation  and  Visit  Subcommittee’s 
name  be  changed  to  the  “Visits  and 
Observation  Subcommittee.”  As  stated 
in  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41421),  we  are  accepting 
this  recommendation  and  are  referring 
to  the  subcommittee  by  its  new  name, 
as  appropriate,  throughout  this  final 
rule  with  comment  period.  Thus,  the 
three  current  subcommittees  are  the 
Data  Subcommittee,  the  Visits  and 
Observation  Subcommittee,  and  the 
Packaging  Subcommittee.  The  Data 
Subcommittee  is  responsible  for 
studying  the  data  issues  confronting  the 
APC  Panel  and  for  recommending 
options  for  resolving  them.  The  Visits 
and  Observation  Subcommittee  reviews 
and  makes  recommendations  to  the  APC 
Panel  on  all  technical  issues  pertaining 
to  observation  services  and  hospital 
outpatient  visits  paid  under  the  OPPS 
(for  example,  APC  configurations  and 
APC  payment  weights).  The  Packaging 
Subcommittee  studies  and  makes 
recommendations  on  issues  pertaining 
to  services  that  are  not  separately 
payable  under  the  OPPS,  but  whose 
payments  are  bundled  or  packaged  into 
APC  payments.  Each  of  these 
subcommittees  was  established  by  a 
majority  vote  from  the  full  APC  Panel 
during  a  scheduled  APC  Panel  meeting, 
and  their  continuation  as 
subcommittees  was  last  approved  at  the 
August  2008  APC  Panel  meeting.  At  that 
meeting,  the  Panel  recommended  that 
the  work  of  these  three  subcommittees 
continue,  and  we  are  accepting  that 
recommendation.  All  subcommittee 
recommendations  are  discussed  and 
voted  upon  by  the  full  APC  Panel. 

Discussions  of  the  recommendations 
resulting  from  the  APC  Panel’s  March 
and  August  2008  meetings  are  included 
in  the  sections  of  this  final  rule  that  are 
specific  to  each  recommendation.  For 
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discussions  of  earlier  APC  Panel 
meetings  and  recommendations,  we 
refer  readers  to  previously  published 
hospital  OPPS  final  rules,  the  Web  site 
mentioned  earlier  in  this  section,  or  the 
FACA  database  at  http://fido.gov/ 
facadatabase/ public. asp. 

During  the  comment  period  for  the  CY 
2009  OPPS/ASC  proposed  rule,  we 
received  several  public  comments 
regarding  representation  on  the  APC 
Panel. 

Comment:  Several  commenters 
requested  that  CMS  include  a 
designated  ASC  representative  on  the 
APC  Panel.  The  commenters  believed 
that,  because  the  ASC  payment  system 
is  based  on  the  same  APC  groups  and 
relative  payment  weights  as  the  OPPS, 
ASC  representation  on  the  APC  Panel 
would  ensure  input  from 
representatives  of  all  the  care  settings 
providing  surgical  services  whose 
payment  groups  and  payment  weights 
are  affected  by  the  OPPS. 

Response:  We  acknowledge  that  the 
revised  ASC  payment  system  provides 
Medicare  payment  to  ASCs  for  surgical 
procedures  that  is  based,  in  most  cases, 
on  the  relative  payment  weights  of  the 
OPPS.  However,  CMS  is  statutorily 
required  to  have  an  appropriate 
selection  of  representatives  of 
“providers”  as  members  of  the  APC 
Panel. 

Specifically,  the  current  APC  Panel 
charter  requires  that  “Each  Panel 
member  must  be  employed  full-time  by 
a  hospital,  hospital  system,  or  other 
Medicare  provider  subject  to  payment 
under  the  OPPS,”  which  does  not 
include  ASCs  because  ASCs  are  not 
providers.  We  refer  readers  to  section 
1833(t)(9)(A)  of  the  Act  and  §400:202  of 
our  regulations  for  specific  requirements 
and  definitions.  The  charter  must 
comply  with  the  statute,  which  does  not 
include  representatives  of  suppliers  on 
the  APC  Panel.  However,  we  understand 
the  concerns  of  commenters  regarding 
their  interest  in  ASC  input  on  the  APC 
Panel  now  that  the  ASC  payment  system 
is  based  on  the  OPPS  relative  payment 
weights. 

E.  Provisions  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007 

The  Medicare,  Medicaid  and  SCHIP 
Extension  Act  (MMSEA)  of  2007  (Pub. 

L.  110-173),  enacted  on  December  29, 
2007,  includes  the  following  provisions 
that  affect  the  OPPS  and  the  revised 
ASC  payment  system: 

1.  Increase  in  Physician  Payment 
Update 

Section  101  of  the  MMSEA  provided 
a  0.5  percent  increase  in  the  physician 
payment  update  from  January  1,  2008 


through  June  30,  2008;  revised  the 
Physician  Assistance  and  Quality 
Initiative  Fund,  and  extended  through 
2009  the  physician  quality  reporting 
system.  We  refer  readers  to  section  XV.* 
of  this  final  rule  with  comment  period 
for  discussion  of  the  effect  of  this 
provision  on  services  paid  under  the 
revised  ASC  payment  system. 

2.  Extended  Expiration  Date  for  Cost- 
Based  OPPS  Payment  for  Brachytherapy 
Sources  and  Therapeutic 
Radiopharmaceuticals 

Section  106  of  the  MMSEA  amended 
section  1833(t)(16)(C)  of  the  Act,  as 
amended  by  section  107  of  the  MIEA- 
TRCHA,  to  extend  for  an  additional  6 
months,  through  June  30,  2008,  payment 
for  brachytherapy  devices  at  hospitals’ 
charges  adjusted  to  costs  and  to 
mandate  that  the  same  cost-based 
payment  methodology  apply  to 
therapeutic  radiopharmaceuticals  for 
the  same  extended  payment  period.  We 
refer  readers  to  sections  V.B.4.  and  VII. 
of  this  final  rule  with  comment  period 
for  discussion  of  this  provision.  We  also 
note  that  section  142  of  Public  Law  110- 
275  further  extended  this  provision,  as 
discussed  in  section  I.F.4.  of  this  final 
rule  with  comment  period. 

3.  Alternative  Volume  Weighting  in 
Computation  of  Average  Sales  Price 
(ASP)  for  Medicare  Part  B  Drugs 

Section  112  of  the  MMSEA  amended 
section  1847A(b)  of  the  Act  to  provide 
for  application  of  alternative  volume 
weighting  in  computing  the  ASP  for 
payment  of  Medicare  Part  B  multiple 
source  and  single  source  drugs 
furnished  after  April  1,  2008,  and  for  a 
special  rule,  beginning  April  1,  2008,  for 
payment  of  single  source  drugs  or 
biologicals  treated  as  a  multiple  source 
drug.  This  provision  is  discussed  in 
section  V.  of  this  final  rule  with 
comment  period. 

4.  Extended  Expiration  Date  for  Certain 
IPPS  Wage  Index  Geographic 
Reclassifications  and  Special  Exceptions 

Section  117  of  the  MMSEA  extended 
through  September  30,  2008,  both  the 
reclassifications  that  were  extended  by 
section  106  of  MIEA-TRCHA  as  well  as 
certain  special  exception  wage  indices 
referenced  in  the  FY  2005  IPPS  final 
rule  (69  FR  49105  and  49107).  We  refer 
readers  to  section  II.C.  of  this  final  rule 
with  comment  for  discussion  of  this 
provision.  We  also  note  that  section  124 
of  Public  Law  110-275  further  extended 
this  provision  through  September  30, 
2009,  as  discussed  under  section  I.F.2. 
of  this  final  rule  with  comment  period. 


F.  Provisions  of  the  Medicare 
Improvements  for  Patients  and 
Providers  Act  of  2008 

The  Medicare,  Improvements  for 
Patients  and  Providers  Act  (MIPPA)  of 

2008  (Pub.  L.  110-275),  enacted  on  July 
15,  2008,  includes  the  following 
provisions  that  affect  the  OPPS  and  the 
revised  ASC  payment  system: 

1.  Improvements  to  Coverage  of 
Preventive  Services 

Section  101(b)  of  the  MIPPA  amended 
section  1861  of  the  Act,  as  amended  by 
section  114  of  the  MMSEA,  to  make 
several  changes  to  the  Initial  Preventive 
Physical  Examination  (IPPE)  benefit, 
including  waiving  the  deductible  and 
extending  the  period  of  eligibility  for  an 
IPPE  from  6  months  to  12  months  after 
the  date  of  the  beneficiary’s  initial 
enrollment  in  Medicare  Part  B.  Section 
101(b)  of  the  MIPPA  also  removed  the 
screening  electrocardiagram  (EKG)  as  a 
mandatory  requirement  that  is  part  of 
the  IPPE  and  required  that  there  be 
education,  counseling,  and  referral  for 
an  EKG,  as  appropriate,  for  a  once-in-a- 
lifetime  screening  EKG  performed  as  a 
result  of  a  referral  from  an  IPPE.  The 
facility  service  for  the  screening  EKG 
(tracing  only)  is  payable  under  the  OPPS 
when  it  is  the  result  of  a  referral  from 
an  IPPE.  The  amendments  apply  to 
services  furnished  on  or  after  January  1, 
2009.  We  refer  readers  to  section  XII.C. 
of  this  final  rule  for  discussion  of  the 
HCPCS  codes  to  be  used  for  the  IPPE 
and  screening  EKG  and  the  OPPS 
payment  rates  for  services  under  this 
provision  for  CY  2009. 

2.  Extended  Expiration  Date  for  Certain 
IPPS  Wage  Index  Geographic 
Reclassifications  and  Special  Exceptions 

Section  124  of  the  MIPPA  extended 
through  September  30,  2009  the  hospital 
wage  index  reclassifications  for 
hospitals  reclassified  under  section  508 
of  the  MMA.  MIPPA  also  extended 
through  the  last  date  of  the  extension  of 
the  reclassifications  under  section 
106(a)  of  the  MIEA-TRHCA  certain 
special  exception  wage  indices 
referenced  in  the  FY  2005  IPPS  final 
rule  (69  FR  49105  and  49107)  and  that 
were  extended  by  section  117(a)(2)  of 
the  MMSEA.  We  refer  readers  to  section 
II.C.  of  this  final  rule  with  comment 
period  for  discussion  of  this  provision. 

3.  Increase  in  Physician  Payment 
Update 

Section  131  of  MIPPA  increased  the 
conversion  factor  by  1.1  percent  for  CY 

2009  and  required  that  CY  2008  and  CY 
2009  payment  updates  have  no  effect  on 
payment  rates  for  CY  2010  and 
subsequent  years  under  the  MPFS.  We 
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refer  readers  to  section  XV.F.  of  this 
final  rule  with  comment  period  for 
discussion  of  the  effect  of  this  provision 
on  payment  for  covered  office-based 
surgical  procedures  and  covered 
ancillary  services  paid  under  the  ASC 
payment  system. 

4.  Extension  of  Expiration  Date  for  Cost- 
Based  OPPS  Payment  for  Brachytherapy 
and  Therapeutic  Radiopharmaceuticals 

Section  142  of  the  MIPPA  amended 
section  1833{t)(16)(C)  of  the  Act,  as 
amended  by  section  106(a)  of  the 
MMSEA,  and  further  extended  the 
payment  period  for  brachytherapy 
devices  sources  and  therapeutic 
radiopharmaceuticals  based  on 
hospital’s  charges  adjusted  to  cost 
through  December  31,  2009.  We  refer 
readers  to  sections  V.B.4.  and  VII.  of  this 
final  rule  with  comment  period  for 
discussions  of  this  provision.  We  also 
refer  readers  to  section  XV.F.  of  this 
final  rule  with  comment  period  for 
discussion  of  the  effect  of  this  provision 
on  covered  ancillary  services  paid  under 
the  ASC  payment  system. 

5.  Extension  and  Expansion  of  the 
Medicare  Hold  Harmless  Provision 
Under  the  OPPS  for  Certain  Hospitals 

Section  147  of  the  MIPPA  amended 
section  1833(t)(7)(D)(i)  of  the  Act  by 
extending  the  hold  harmless  payments 
(85  percent  of  the  difference  between 
the  prospective  payment  system  amount 
under  the  OPPS  and  the  pre-BBA 
amount)  for  covered  OPD  services 
furnished  by  rural  hospitals  with  100 
beds  or  less  through  December  31,  2009. 
It  also  expanded  the  same  hold  harmless 
payments  to  SCHs  with  100  beds  or 
fewer  for  covered  OPD  services 
furnished  on  or  after  January  1,  2009, 
and  before  January  1,  2010.  We  refer 
readers  to  section  lI.E.  of  this  final  rule 
with  comment  period  for  discussion  of 
this  provision. 

G.  Summary  of  the  Major  Contents  of 
the  CY  2009  OPPS/ ASC  Proposed  Rule 

A  proposed  rule  appeared  in  the  July 
18,  2008  Federal  Register  (73  FR  41416) 
that  set  forth  proposed  changes  to  the 
Medicare  hospital  OPPS  for  CY  2009  to 
implement  statutory  requirements  and 
ch^ges  arising  ft’om  our  continuing 
experience  with  the  system  and  to 
implement  certain  new  statutory 
provisions.  In  addition,  we  proposed 
changes  to  the  revised  Medicare  ASC 
payment  system  for  CY  2009,  including 
updated  payment  weights  and  covered 
ancillary  services  based  on  the  proposed 
OPPS  update.  Finally,  we  set  forth 
proposed  quality  measures  for  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)  for 


reporting  quality  data  for  annual 
payment  rate  updates  for  CY  2010  and 
subsequent  calendar  years,  the 
requirements  for  data  collection  and 
submission  for  the  annual  payment 
update,  and  a  proposed  reduction  in  the 
OPPS  payment  for  hospitals  that  fail  to 
meet  the  HOP  QDRP  requirements  for 
CY  2009,  in  accordance  with  the 
statutory  requirement.  The  following  is 
a  summary  of  the  major  changes 
included  in  the  CY  2009  OPPS/ASC 
proposed  rule: 

1.  Updates  Affecting  OPPS  Payments 

In  section  II.  of  the  proposed  rule,  we 
set  forth — 

•  The  methodology  used  to 
recalibrate  the  proposed  APC  relative 
payment  weights. 

•  The  proposed  changes  to  packaged 
services. 

•  The  proposed  update  to  the 
conversion  factor  used  to  determine 
payment  rates  under  the  OPPS.  In  this 
section  we  set  forth  changes  in  the 
amounts  and  factors  for  calculating  the 
full  annual  update  increase  to  the 
conversion  factor. 

•  The  proposed  retention  of  our 
current  policy  to  use  the  IPPS  wage 
indices  to  adjust,  for  geographic  wage 
differences,  the  portion  of  the  OPPS 
payment  rate  and  the  copayment 
standardized  amount  attributable  to 
labor-related  cost. 

•  The  proposed  update  of  statewide 
average  default  CCRs. 

•  The  proposed  application  of  hold 
harmless  transitional  outpatient 
payments  (TOPs)  for  certain  small  rural 
hospitals. 

•  The  proposed  payment  adjustment 
for  rural  SCHs. 

•  The  proposed  calculation  of  the 
hospital  outpatient  outlier  payment. 

•  The  calculation  of  the  proposed 
national  unadjusted  Medicare  OPPS 
payment. 

•  The  proposed  beneficiary 
copayments  for  OPPS  services. 

2.  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

In  section  III.  of  the  proposed  rule,  we 
discussed  the  proposed  additions  of 
new  procedure  codes  to  the  APCs;  our 
proposal  to  establish  a  number  of  new 
APCs;  and  our  analyses  of  Medicare 
claims  data  and  certain 
recommendations  of  the  APC  Panel.  We 
also  discussed  the  application  of  the  2 
times  rule  emd  proposed  exceptions  to 
it;  proposed  changes  to  specific  APCs; 
and  proposed  movement  of  procedures 
from  New  Technology  APCs  to  clinical 
APCs. 


3.  OPPS  Payment  for  Devices 

In  section  IV.  of  the  proposed  rule,  we 
discussed  proposed  pass-through 
payment  for  specific  categories  of 
devices  and  the  proposed  adjustment  for 
devices  furnished  at  no  cost  or  with 
partial  or  full  credit. 

4.  OPPS  Payment  Changes  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

In  section  V.  of  the  proposed  rule,  we 
discussed  proposed  CY  2009  OPPS 
payment  for  drugs,  biologicals,  and 
radiopharmaceuticals,  including  the 
proposed  payment  for  drugs, 
biologicals,  and  radiopharmaceuticals 
with  and  without  pass-through  status. 

5.  Estimate  of  OPPS  Transitional  Pass- 
Through  Spending  for  Drugs, 

Biologicals,  Radiopharmaceuticals,  and 
Devices 

In  section  VI.  of  the  proposed  rule,  we 
discussed  the  estimate  of  CY  2009  OPPS 
transitional  pass-through  spending  for 
drugs,  biologicals,  and  devices. 

6.  OPPS  Payment  for  Brachytherapy 
Sources 

In  section  VII.  of  the  proposed  rule, 
we  discussed  our  proposal  concerning 
coding  and  payment  for  brachjrtherapy 
sources. 

7.  OPPS  Payment  for  Drug 
Administration  Services 

In  section  VIII.  of  the  proposed  rule, 
we  set  forth  our  proposed  policy 
concerning  payment  and  coding  for 
drug  administration  services. 

8.  OPPS  Payment  for  Hospital 
Outpatient  Visits 

In  section  IX.  of  the  proposed  rule,  we 
set  forth  our  proposed  policies  for  the 
payment  of  clinic  and  emergency 
department  visits  and  critical, care 
services  based  on  claims  paid  under  the 
OPPS. 

9.  Payment  for  Partial  Hospitalization 
Services 

In  section  X.  of  the  proposed  rule,  we 
set  forth  our  proposed  payment  for 
partial  hospitalization  services, 
including  the  proposed  separate 
threshold  for  outlier  payments  for 
CMHCs. 

10.  Procedures  That  Will  Be  Paid  Only 
as  Inpatient  Procedures 

In  section  XL  of  the  proposed  rule,  we 
discussed  the  procedures  that  we 
proposed  to  remove  from  the  inpatient 
list  and  assign  to  APCs. 
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11.  OPPS  Nonrecurring  Technical  and 
Policy  Clarifications 

In  section  XII.  of  the  proposed  rule, 
we  set  forth  our  nonrecurring  technical 
issues  and  policy  clarifications. 

12.  OPPS  Payment  Status  and  Comment 
Indicators 

In  section  XIII.  of  the  proposed  rule, 
we  discussed  our  proposed  changes  to 
the  definitions  of  status  indicators 
assigned  to  APCs  and  presented  our 
proposed  comment  indicators  for  the 
final  rule  with  comment  period. 

13.  OPPS  Policy  and  Payment 
Recommendations 

In  section  XIV.  of  the  proposed  rule, 
we  addressed  recommendations  made 
hy  the  Medicare  Payment  Advisory 
Commission  (MedPAC)  in  its  June  2007 
and  March  2008  reports  to  Congress,  by 
the  APC  Panel  regarding  the  OPPS  for 
CY  2009,  and  by  the  Office  of  the 
Inspector  General  (OIG)  in  its  June  2007 
report. 

14.  Update  of  the  Revised  Ambulatory 
Surgical  Center  Payment  System 

In  section  XV.  of  the  proposed  rule, 
we  discussed  the  proposed  update  of 
the  revised  ASC  payment  system 
payment  rates  for  CY  2009. 

15.  Reporting  of  Hospital  Outpatient 
Quality  Data  for  Annual  Hospital 
Payment  Rate  Updates  and  CY  2009 
Payment  Reduction 

In  section  XVI.  of  the  proposed  rule, 
we  discussed  the  proposed  quality 
measures  for  reporting  hospital 
outpatient  quality  data  for  the  annual 
payment  update  factor  for  CY  2010  and 
subsequent  calendar  years,  set  forth  the 
requirements  for  data  collection  and 
submission  for  the  annual  payment 
update,  and  proposed  a  reduction  in  the 
OPPS  payment  for  hospitals  that  fail  to 
meet  the  HOP  QDRP  requirements  for 
CY  2009. 

16.  Healthcare-Associated  Conditions 

In  section  XVII.  of  the  proposed  rule, 
we  discussed  considerations  related  to 
potentially  extending  the  principle  of 
Medicare  not  paying  more  for  the 
preventable  healthcare-associated 
conditions  acquired  during  inpatient 
stays  paid  under  the  IPPS  to  other 
Medicare  payment  systems  for 
healthcare-associated  conditions  that 
occur  or  result  from  care  in  other 
settings. 

17.  Regulatory  Impact  Analysis 

In  section  XXI.  of  the  proposed  rule, 
we  set  forth  an  analysis  of  the  impact 
the  proposed  changes  would  have  on 
affected  entities  and  beneficiaries. 


H.  Public  Comments  Received  in 
Response  to  the  CY  2009  OPPS/ASC 
Proposed  Rule 

We  received  approximately  2,390 
timely  pieces  of  correspondence 
containing  multiple  comments  on  the 
CY  2009  OPPS/ASC  proposed  rule.  We 
note  that  we  received  some  comments 
that  were  outside  the  scope  of  the  CY 
2009  OPPS/ASC  proposed  rule, 
including  public  comments  on  new  CY 
2009  HCPCS  codes  that  were  not 
presented  in  the  CY  2009  OPPS/ASC 
proposed  rule.  These  comments  are  not 
addressed  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period.  New 
CY  2009  HCPCS  codes  are  designated 
with  comment  indicator  “NI”  in 
Addenda  B,  AA,  and  BB  to  this  final 
rule  with  comment  period,  to  signify 
that  their  CY  2009  interim  OPPS  and/or 
ASC  treatment  is  open  to  public 
comment  on  this  final  rule  with 
comment  period.  Summaries  of  the 
public  comments  that  are  within  the 
scope  of  the  proposals  and  our 
responses  to  those  comments  are  set 
forth  in  the  various  sections  of  this  final 
rule  with  comment  period  under  the 
appropriate  headings. 

I.  Public  Comments  Received  on  the 
November  27,  2007  OPPS/ASC  Final 
Rule  With  Comment  Period 

We  received  approximately  507 
timely  items  of  correspondence  on  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period,  some  of  which 
contained  multiple  comments  on  the 
interim  APC  assignments  and/or  status 
indicators  of  HCPCS  codes  identified 
with  comment  indicator  “NI”  in 
Addendum  B  to  that  final  rule  with 
comment  period.  Summaries  of  those 
public  comments  on  topics  open  to 
comment  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  and  our 
responses  to  them  are  set  forth  in  the 
Various  sections  of  this  final  rule  with 
comment  period  under  the  appropriate 
headings. 

/.  Proposed  Rule  on  ASC  Conditions  for 
Coverage 

On  August  31,  2007,  we  published  in 
the  Federal  Register  (72  FR  50470)  a 
proposed  rule  to  update  the  ASC 
Conditions  for  Coverage  (CfCs)  by 
revising  some  of  the  definitions  and 
revising  the  CfCs  on  governing  body  and 
management  and  laboratory  and 
radiologic  services  to  reflect  current 
ASC  practices:  and  to  add  several  new 
CfCs  on  quality  assessment  and 
performance  improvement,  patient 
rights,  and  patient  admission, 
assessment,  and  discharge  to  promote 
and  protect  patient  health  and  safety. 


•  We  received  30  timely  items  of 
correspondence  on  this  proposed  rule. 
We  present  a  summary  of  the  provisions 
of  the  proposed  rule,  a  summary  of  the 
public  comments  received  and  our 
responses,  and  the  final  policy 
provisions  in  section  XV.B.  of  the 
preamble  of  this  document.  (Hereinafter, 
we  refer  to  this  proposed  rule  as  the 
2007  ASC  CfCs  proposed  rule.) 

K.  Medicare  Hospital  Conditions  of 
Participation:  Requirements  for 
Approval  and  Re-Approval  of 
Transplant  Programs  To  Perform 
Transplants — Clarification  of  Provider 
and  Supplier  Termination  Policy 

In  section  XVIII.  of  this  document,  we 
are  clarifying  policy  set  forth  in 
responses  to  public  comments  on  a 
March  30,  2007  final  rule  (72  FR  15198) 
regarding  the  Secretary’s  ability  to 
terminate  Medicare  providers  and 
suppliers  (in  this  case,  transplant 
centers)  during  an  appeal  of  a 
determination  that  affects  participation 
in  the  Medicare  program. 

II.  Updates  Affecting  OPPS  Payments 

A.  Recalibration  of  APC  Relative 
Weights 

1.  Database  Construction 
a.  Database  Source  and  Methodology 

Section  1833(t)(9)(A)  of  the  Act 
requires  that  the  Secretary  review  and 
revise  the  relative  payment  weights  for 
APCs  at  least  annually.  In  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18482),  we  explained  in 
detail  how  we  calculated  the  relative 
payment  weights  that  were 
implemented  on  August  1,  2000  for  each 
APC  group.  As  discussed  in  the 
November  13,  2000  interim  final  rule 
(65  FR  67824  through  67827),  except  for 
some  reweighting  due  to  a  small  number 
of  APC  changes,  these  relative  payment 
weights  continued  to  be  in  effect  for  CY 
2001. 

For  CY  2009,  we  proposed  to  use  the 
same  basic  methodology  that  we 
described  in  the  April  7,  2000  OPPS 
final  rule  with  comment  period  to 
recalibrate  the  APC  relative  payment 
weights  for  services  furnished  on  or 
after  January  1,  2009,  and  before  January 
1,  2010  (CY  2009).  That  is,  we  proposed 
to  recalibrate  the  relative  payment 
weights  for  each  APC  based  on  claims 
and  cost  report  data  for  outpatient 
services.  We  proposed  to  use  the  most 
recent  available  data  to  construct  the 
database  for  calculating  APC  group 
weights.  Therefore,  for  the  purpose  of 
recalibrating  the  final  APC  relative 
payment  weights  for  CY  2009,  we  used 
approximately  140  million  final  action 
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claims  for  hospital  outpatient 
department  (HOPD)  services  furnished 
on  or  after  January  1,  2007,  and  before 
January  1,  2008.  (For  exact  counts  of 
claims  used,  we  refer  readers  to  the 
claims  accounting  narrative  under 
supporting  documentation  for  this  final 
rule  with  comment  period  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
HospitalOu  tpatien  tPPS/HORD/. ) 

Of  the  140  million  final  action  claims 
for  services  provided  in  hospital 
outpatient  settings  used  to  calculate  the 
CY  2009  OPPS  payment  rates  for  this 
final  rule  with  comment  period, 
approximately  107  million  claims  were 
of  the  type  of  bill  potentially 
appropriate  for  use  in  setting  rates  for 
OPPS  services  (but  did  not  necessarily 
contain  services  payable  under  the 
OPPS).  Of  the  107  million  claims, 
approximately  49  million  were  not  for 
services  paid  under  the  OPPS  or  were 
excluded  as  not  appropriate  for  use  (for 
example,  erroneous  cost-to-charge  ratios 
(OCRs)  or  no  HCPCS  codes  reported  on 
the  claim).  From  the  remaining  58 
million  claims,  we  created 
approximately  99  million  single  records, 
of  which  approximately  67  million  were 
“pseudo”  single  claims  (created  from  26 
million  multiple  procedure  claims  using 
the  process  we  discuss  later  in  this 
section).  Approximately  617,000  claims 
trimmed  out  on  cost  or  units  in  excess 
of  +  /  -  3  standard  deviations  ft-om  the 
geometric  mean,  yielding  approximately 
99  million  single  bills  for  median 
setting.  This  number  of  “pseudo”  and 
“natural”  single  bills  is  comparable  to 
the  97  million  single  bills  that  we  used 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66589).  In 
prior  rules,  we  have  reported  the 
percentage  of  claims  that  we  were  able 
to  use  to  estimate  APC  median  costs. 
However,  our  refinement  to  the  bypass 
process  to  accommodate  the  multiple 
imaging  composite  methodology 
described  in  section  II.A.2.e.(5)  of  this 
final  rule  with  comment  period 
currently  prevents  us  from  providing  an 
accurate  percentage.  Because  our 
refinement  increased  the  number  of 
“pseudo”  single  bills,  we  are  confident 
that  we  are  using  a  high  percentage  of 
claims  to  estimate  the  final  CY  2009 
APC  median  costs.  We  provide  greater 
detail  on  this  refinement  in  our  claims 
accounting  narrative  for  this  final  rule 
with  comment  period  that  is  posted  on 
the  CMS  Web  site. 

As  proposed,  the  APC  relative  weights 
and  payments  for  CY  2009  in  Addenda 
A  and  B  to  this  final  rule  with  comment 
period  were  calculated  using  claims 
from  CY  2007  that  were  processed  on  or 
before  June  30,  2008,  and  continue  to  be 
based  on  the  median  hospital  costs  for 


services  in  the  APC  groups.  We  selected 
claims  for  services  paid  under  the  OPPS 
and  matched  these  claims  to  the  most 
recent  cost  report  filed  by  the  individual 
hospitals  represented  in  our  claims  data. 
We  continue  to  believe  that  it  is 
appropriate  to  use  the  most  current  full 
calendar  year  claims  data  and  the  most 
recently  submitted  cost  reports  to 
calculate  the  median  costs  which  we 
proposed  to  convert  to  relative  payment 
weights  for  purposes  of  calculating  the 
CY  2009  payment  rates. 

We  diet  not  receive  any  public 
comments  on  our  proposal  to  base  the 
CY  2009  APC  relative  weights  on  the 
most  currently  available  cost  reports 
and  on  claims  for  services  furnished  in 
CY  2007.  Therefore,  for  this  reason  and 
the  reasons  noted  above  in  this  section, 
we  are  finalizing  our  data  source  for  the 
recalibration  of  the  CY  2009  APC 
relative  payment  weights  as  proposed, 
without  modification,  as  described  in 
this  section  of  this  final  rule  with 
comment  period. 

b.  Use  of  Single  and  Multiple  Procedure 
Claims 

For  CY  2009,  in  general,  we  proposed 
to  continue  to  use  single  procedure 
claims  to  set  the  medians  on  which  the 
APC  relative  payment  weights  would  be 
based,  with  some  exceptions  as 
discussed  below  (73  FR  41423).  We 
generally  use  single  procedure  claims  to 
set  the  median  costs  for  APCs  because 
we  believe  that  the  OPPS  relative 
weights  on  which  payment  rates  are 
based  should  be  appropriate  when  one 
and  only  one  procedure  is  furnished 
and  because  we  are,  so  far,  unable  to 
ensure  that  packaged  costs  can  be 
appropriately  allocated  across  multiple 
procedures  performed  on  the  same  date 
of  service.  We  agree  that,  optimally,  it 
is  desirable  to  use  the  data  from  as  many 
claims  as  possible  to  recalibrate  the  APC 
relative  payment  weights,  including 
those  claims  for  multiple  procedures.  As 
we  have  for  several  years,  we  continued 
to  use  date  of  service  stratification  and 
a  list  of  codes  to  be  bypassed  to  convert 
multiple  procedure  claims  to  “pseudo” 
single  procedure  claims.  Through 
bypassing  specified  codes  that  we 
believe  do  not  have  significant  packaged 
costs,  we  are  able  to  use  more  data  from 
multiple  procedure  claims.  In  many 
cases,  this  enables  us  to  create  multiple 
“pseudo”  single  claims  firom  claims 
that,  as  submitted,  contained  numerous 
separately  paid  procedures  reported  on 
the  same  date  on  one  claim.  We  refer  to 
these  newly  created  single  procedure 
claims  as  “pseudo”  single  claims 
because  they  were  submitted  by 
providers  as  multiple  procedure  claims. 
The  history  of  our  use  of  a  bypass  list 


to  generate  “pseudo”  single  claims  is 
well  documented,  most  recently  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66590  through 
66597).  In  addition,  for  CY  2008,  we 
increased  packaging  and  created  the 
first  composite  APCs,  which  also 
increased  the  number  of  bills  we  were 
able  to  use  for  median  calculation  by 
enabling  us  to  use  claims  that  contained 
multiple  major  procedures  that 
previously  would  not  have  been  usable. 
We  refer  readers  to  section  II.A.2.e.  of 
this  final  rule  with  comment  period  for 
discussion  of  the  use  of  claims  to 
establish  median  costs  for  composite 
APCs. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41423),  we  proposed  to 
continue  to  apply  these  processes  to 
enable  us  to  use  as  much  claims  data  as 
possible  for  ratesetting  for  the  CY  2009 
OPPS.  This  process  enabled  us  to  create, 
for  this  final  rule  with  comment  period, 
approximately  67  million  “pseudo” 
single  claims,  including  multiple 
imaging  composite  “single  session”  bills 
(we  refer  readers  to  section  II.A.2.e.(5)  of 
this  final  rule  with  comment  period  for 
further  discussion),  and  approximately 
32  million  “natural”  single  bills.  For 
this  final  rule  with  comment  period, 
“pseudo”  single  procedure  bills 
represent  68  percent  of  all  single  bills 
used  to  calculate  median  costs. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73FR  41424  through  41429),  we 
proposed  to  bypass  452  HCPCS  codes 
for  CY  2009  that  were  identified  in 
Table  1  of  the  proposed  rule.  We 
proposed  to  continue  the  use  of  the 
codes  on  the  CY  2008  OPPS  bypass  list. 
Since  the  inception  of  the  bypass  list, 
we  have  calculated  the  percent  of 
“natural”  single  bills  that  contained 
packaging  for  each  HCPCS  code  and  the 
amount  of  packaging  in  each  “natural” 
single  bill  for  each  code.  We  have 
generally  retained  the  codes  on  the 
previous  year’s  bypass  list  and  used  the 
update  year’s  data  (for  CY  2009,  data 
available  for  the  first  CY  2008  APC 
Panel  meeting  for  services  furnished  on 
and  after  January  1,  2007  through  and 
including  September  30,  2007)  to 
determine  whether  it  would  be 
appropriate  to  add  additional  codes  to 
the  previous  year’s  bypass  list.  The 
entire  list  (including  the  codes  that 
remained  on  the  bypass  list  from  prior 
years)  was  open  to  public  comment.  We 
removed  two  HCPCS  codes  from  the  CY 
2008  bypass  list  for  the  CY  2009 
proposal  because  the  codes  were  deleted 
on  December  31,  2005,  specifically 
C8951  (Intravenous  infusion  for 
therapy/diagnosis;  each  additional  hour 
(List  separately  in  addition  to  C8950)) 
and  C8955  (Chemotherapy 
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administration,  intravenous;  infusion 
technique,  each  additional  hour  (List 
separately  in  addition  to  C8954)).  We 
updated  HCPCS  codes  on  the  CY  2008 
bypass  list  that  were  mapped  to  new 
HCPCS  codes  for  CY  2009  ratesetting. 

We  proposed  to  add  to  the  bypass  list  ' 
all  HCPCS  codes  not  on  the  CY  2008 
bypass  list  that,  using  the  APC  Panel 
data,  met  the  same  previously 
established  empirical  criteria  for  the 
bypass  list  that  are  summarized  below. 
We  assumed  that  the  representation  of 
packaging  in  the  single  claims  for  any 
given  code  was  comparable  to  packaging 
for  that  code  in  the  multiple  claims.  The 
proposed  criteria  for  the  bypass  list 
were: 

•  There  are  100  or  more  single  claims 
for  the  code.  This  number  of  single 
claims  ensures  that  observed  outcomes 
are  sufficiently  representative  of 
packaging  that  might  occur  in  the 
multiple  claims. 

•  Five  percent  or  fewer  of  the  single 
claims  for  the  code  have  packaged  costs 
on  that  single  claim  for  the  code.  This 
criterion  results  in  limiting  the  amount 
of  packaging  being  redistributed  to  the 
separately  payable  procedure  remaining 
on  the  claim  after  the  bypass  code  is 
removed  and  ensures  that  the  costs 
associated  with  the  bypass  code 
represent  the  cost  of  the  bypassed 
service. 

e  The  median  cost  of  packaging 
observed  in  the  single  claims  is  equal  to 
or  less  than  $50.  This  limits  the  amount 
of  error  in  redistributed  costs. 

•  The  code  is  not  a  code  for  an 
unlisted  service. 

In  addition,  we  proposed  to  continue 
to  include  on  the  bypass  list  HCPCS 
codes  that  CMS  medical  advisors 
believe  have  minimal  associated 
packaging  based  on  their  clinical 
assessment  of  the  complete  CY  2009 
OPPS  proposal.  Some  of  these  codes 
were  identified  by  CMS  medical 
advisors  and  some  were  identified  in 
prior  years  by  commenters  with 
specialized  knowledge  of  the  services 
they  requested  be  added  to  the  bypass 
list.  To  ensure  clinical  consistency  in 
our  treatment  of  related  services,  we 
also  proposed  to  add  the  other  CPT  add¬ 
on  codes  for  drug.administration 
services  to  the  CY  2009  bypass  list,  in 
addition  to  the  CPT  codes  for  additional 
hours  of  infusion  that  were  previously 
included  on  the  CY  2008  bypass  list, 
because  adding  them  enabled  us  to  use 
many  correctly  coded  claims  for  initial 
drug  administration  services  that  would 
otherwise  not  be  available  for 
ratesetting.  The  result  of  this  proposal 
was  that  the  packaged  costs  associated 
with  add-on  drug  administration 
services  were  packaged  into  payment  for 


the  initial  administration  service,  as  has 
been  our  payment  policy  for  the  past  2 
years  for  the  CPT  codes  for  additional 
hours  of  infusion. 

We  also  proposed  to  add  HCPCS  code 
G0390  (Trauma  response  team 
activation  associated  with  hospital 
critical  care  service)  because  we  thought 
it  was  appropriate  to  attribute  all  of  the 
packaged  costs  that  appear  on  a  claim 
with  HCPCS  code  G0390  and  CPT  code 
99291  (Critical  care,  evaluation  and 
management  of  the  critically  ill  or 
critically  injured  patient;  first  30-74 
minutes)  to  CPT  code  99291.  If  we  had 
not  added  HCPCS  code  G0390  to  the 
bypass  list,  we  would  have  had  many 
fewer  claims  to  use  to  set  the  median 
costs  for  APCs  0617  (Critical  Care)  and 
0618  (Trauma  Response  with  Critical 
Care).  By  definition,  we  could  not  have 
had  any  properly  coded  “natural”  single 
bills  for  HCPCS  code  G0390.  Including 
HCPCS  code  G0390  on  the  bypass  list 
allowed  us  to  create  more  “pseudo” 
single  bills  for  CPT  code  99291  and 
HCPCS  code  G0390,  and,  therefore,  to 
improve  the  accuracy  of  the  median 
costs  of  APCs  0617  and  0618  to  which 
the  two  codes  were  assigned, 
respectively.  The  Integrated  Outpatient 
Code  Editor  (I/OCE)  logic  rejects  a  line 
for  HCPCS  code  G0390  if  CPT  code 
99291  is  not  also  reported  on  the  claim. 
Therefore,  we  could  not  assess  whether 
HCPCS  code  G0390  would  meet  the 
empirical  criteria  for  inclusion  on  the 
bypass  list  because  we  had  no  “natural” 
single  claims  for  HCPCS  code  G0390. 

As  a  result  of  the  multiple  imaging 
composite  APCs  that  we  proposed  to 
establish  for  CY  2009  as  discussed  in 
section  II.A.2.e.(5)  of  this  final  rule  with 
comment  period,  we  noted  that  the 
“pseudo”  single  converter  logic  for 
bypassed  codes  that  are  also  members  of 
multiple  imaging  composite  APCs 
would  change.  When  creating  the  set  of 
“pseudo”  single  claims,  claims  that 
contain  “overlap  bypass  codes,”  that  is, 
those  HCPCS  codes  that  are  both  on  the 
bypass  list  and  are  members  of  the 
multiple  imaging  composite  APCs,  were 
identified  first.  These  HCPCS  codes 
were  then  processed  to  create  multiple 
imaging  composite  “single”  bills,  that 
is,  claims  containing  HCPCS  codes  from 
only  one  imaging  family,  thus 
suppressing  the  initial  use  of  these 
codes  as  bypass  codes.  However,  these 
“overlap  bypass  codes”  were  retained 
on  the  bypass  list  because  single  unit 
occurrences  of  these  codes  are  identified 
as  single  bills  at  the  end  of  the  “pseudo” 
single  processing  logic.  For  this  final 
rule  with  comment  period,  we  then 
reassessed  the  claims  without 
suppression  of  the  “overlap  bypass 
codes”  under  our  longstanding 


“pseudo”  single  process  to  determine 
whether  we  could  convert  additional 
claims  to  “pseudo”  single  claims.  (We 
refer  readers  to  section  II.A.2.C.  of  this 
final  rule  with  comment  period  for 
further  discussion  of  the  treatment  of 
“overlap  bypass  codes.”)  This  process 
also  created  multiple  imaging  composite 
“single  session”  bills  that  could  be  used 
for  calculating  composite  APC  median 
costs.  “Overlap  bypass  codes”  that 
would  be  members  of  the  proposed 
multiple  imaging  composite  APCs  were 
identified  by  asterisks  (*)  in  Table  1  of 
the  CY  2009  OPPS/ASC  proposed  rule. 

Table  1  published  in  the  CY  2009 
OPPS/ASC  proposed  rule  included  the 
proposed  list  of  bypass  codes  for  CY 
2009.  As  noted  in  that  proposed  rule  (73 
FR  41424  through  41429),  that  list 
contained  bypass  codes  that  were 
appropriate  to  claims  for  services  in  CY 
2007  and,  therefore,  included  codes  that 
were  deleted  for  CY  2008.  Moreover, 
there  were  codes  on  the  proposed 
bypass,  list  that  were  new  for  CY  2008 
and  which  we  indicated  were 
appropriate  additions  to  the  bypass  list 
in  preparation  for  use  of  the  CY  2008 
claims  for  creation  of  the  CY  2010 
OPPS.  We  specifically  requested  public 
comment  on  the  proposed  CY  2009 
bypass  list. 

Comment:  Several  commenters 
indicated  that  review  of  the  CY  2007 
claims  data  on  which  the  CY  2009 
proposed  OPPS  was  based  revealed  that 
fewer  than  10  percent  of  the  billed  lines 
for  radiation  oncology  guidance  codes 
were  used  in  setting  the  proposed  CY 
2009  OPPS  payment  rates.  They  also 
asserted  that  more  than  a  third  of  the 
billed  lines  for  Image  Guided  Radiation 
Therapy  (IGRT)  services  were  being 
packaged  into  the  single  bills  for 
services  that  are  totally  unrelated  to 
radiation  oncology  services,  such  as 
clinic  visits.  They  believed  that  this 
misassignment  may  have  occurred  in 
part  as  a  result  of  the  inclusion  of 
radiation  oncology  services  on  the 
bypass  list. 

Response:  We  examined  the 
combinations  of  codes  that  occurred  on 
claims  that  contained  guidance  codes 
for  radiation  oncology  services, 
specifically  CPT  codes  76950 
(Ultrasonic  guidance  for  placement  of 
radiation  therapy  fields);  76965 
(Ultrasonic  guidance  for  interstitial 
radioelement  application);  77014 
(Computed  tomography  guidance  for 
placement  of  radiation  therapy  fields): 
77417  (Therapeutic  radiology  port 
film(s)):  and  77421  (Stereoscopic  X-ray 
guidance  for  localization  of  target 
volume  for  the  delivery  of  radiation 
therapy),  in  our  proposed  rule  data.  We 
found  that,  on  some  claims,  the  costs  of 
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image  guidance  for  radiation  therapy 
services  were  being  packaged  into  the 
costs  of  other  services  such  as  visits,  or 
were  not  available  to  be  correctly 
packaged.  Therefore,  those  costs  were 
not  being  appropriately  packaged  into 
the  radiation  oncology  services  to  which 
they  were  incidental  and  supportive. 

Our  analysis  indicated  that  the 
inclusion  of  radiation  oncology  codes 
that  failed  to  meet  the  empirical  criteria 
for  inclusion  of  the  codes  on  the  bypass 
list  was  the  most  likely  source  of  the 
problem.  We  were  unable  to  ensure  that 
the  radiation  oncology  codes  that  failed 
the  empirical  criteria  could  be  retained 
on  the  bypass  list  with  confidence  that 
they  would  not  result  in  incorrect  or 
missing  packaging  for  guidance  services. 
We  therefore  removed  from  the 
proposed  CY  2009  bypass  list  all  codes 
in  the  radiation  oncology  series  of  CPT, 
specifically  ranging  from  CPT  code 
77261  (Therapeutic  radiology  treatment 
planning;  simple)  through  and 
including  CPT  code  77799  (Unlisted 
procedure,  clinical  brachytherapy),  that 
did  not  meet  the  empirical  criteria  for 
inclusion  on  the  bypass  list  based  on  CY 
2009  proposed  rule  data.  We  had  added 
many  of  these  codes  to  the  bypass  list 
after  reviewing  and  accepting  the 
recommendations  of  several 
commenters  to  past  OPPS  proposed 
rules  who  believed  that  the  codes  were 
appropriate  for  inclusion  on  the  bypass 
list  (71  FR  67970  and  72  FR  66591), 
although  they  failed  to  meet  the 
empirical  criteria  for  inclusion  on  the 
bypass  list. 

Removing  these  codes  from  the 
bypass  list  for  the  CY  2009  OPPS 
resulted  in  a  reduction  of  approximately 
1  million  “pseudo”  single  procedure 
claims  but  we  believe  that  it  resulted  in 
more  appropriate  assignment  of 
packaged  costs.  In  some  cases,  the 
removal  of  these  codes  from  the  bypass 
list  increased  the  median  costs  of  APCs 
to  which  radiation  oncology  services  are 
assigned  (for  example,  APC  0412  (IMRT 
Treatment  Delivery)  and  APC  0304 
(Level  I  Therapeutic  Radiation 
Treatment  Preparation))  and  in  other 
cases  it  reduced  the  “pseudo”  single 
bills  that  were  available  to  be  used  to  set 
median  costs  and  led  to  decreases  in 
medians  that  were  calculated  using  the 
smaller  set  of  single  procedure  claims 
(for  example,  APC  8001  (LDR  Prostate 
Brachytherapy  Composite)). 

On  balance,  we  bmieve  that  removing 
these  codes  from  the  bypass  list  is  the 
most  appropriate  approach  for  this  final 
rule  with  comment  period  to  ensure  that 
packaged  costs  are  correctly  captured  in 
ratesetting.  Although  we  have  removed 
all  codes  in  the  radiation  oncology 
series  that  do  not  meet  the  empirical 


criteria  for  inclusion  on  the  bypass  list 
for  this  CY  2009  final  rule  with  public 
comment  period,  we  will  continue  to 
examine  the  claims  data  for  these  codes, 
and  particularly  for  the  APCs  for  which 
the  number  of  usable  claims  declined. 
We  hope  to  determine  if  there  are 
specific  codes  in  the  radiation  oncology 
series  that  do  not  meet  the  empirical 
bypass  list  criteria  but  which  could  be 
safely  added  back  to  the  bypass  list 
without  resulting  in  inappropriate 
packaging,  in  order  to  enable  the  use  of 
more  claims  data  for  radiation  oncology 
services. 

Comment:  One  commenter  expressed 
support  for  the  ratesetting  methodology 
using'single  and  “pseudo”  single  claims 
and  recommended  that  CMS  continue  to 
use  methodologies  that  improve  the 
overall  accuracy  of  the  cost  estimate 
calculations. 

Response:  We  appreciate  the 
commenter’s  support.  We  will  continue 
to  use  our  established  methodologies 
and  continue  to  evaluate  additional 
refinements  and  improvements  to  our 
methodologies,  with  the  goal  of 
achieving  appropriate  and  accurate 
estimates  of  the  costs  of  services  in  the 
HOPD. 

Comment:  One  commenter  supported 
inclusion  of  HCPCS  code  G0340  (Image- 
guided  robotic  linear  accelerator-based 
stereotactic  radiosurgery,  delivery 
including  collimator  changes  and 
custom  plugging,  fractionated  treatment, 
all  lesion,  per  session,  second  through 
fifth  session,  maximum)  on  the  bypass 
list. 

Response:  We  appreciate  the 
commenter’s  support  and  have 
continued  to  include  HCPCS  code 
C0340  on  the  CY  2009  bypass  list. 

Comment:  One  commenter  requested 
clarification  regarding  the  standards  by 
which  codes  are  added  to  the  bypass 
list,  believing  that  CMS’  proposal  to 
include  HCPCS  code  C0390  on  the 
bypass  list  would  affect  the  billing  of 
the  code. 

Response:  The  purpose  of  the  bypass 
list  is  to  isolate  resource  costs  associated 
with  an  individual  service  through 
identifying  the  costs  of  HCPCS  codes 
with  little  or  no  packaging  and  using 
that  cost  data  to  create  “pseudo”  single 
claims.  The  remaining  costs  of  other 
services  on  the  claim  eu-e  then  evaluated 
to  determine  if  the  claim  qualifies  as  a 
single  bill  that  can  be  used  for 
ratesetting.  The  use  of  empirical  criteria 
and  clinical  assessment  ensure  that 
there  is  minimal  and  infrequent 
packaging  associated  with  services  on 
the  bypass  list,  making  additional 
“pseudo”  single  claims  for  the  bypass 
services  available  for  ratesetting  and 
potentially  making  the  claims  with  the 


bypass  code’s  costs  removed 
appropriate  for  ratesetting  for  other 
services  on  the  same  claim.  In  the  case 
of  HCPCS  code  C0390  and  CPT  code 
99291,  as  described  above,  inclusion  of 
HCPCS  code  C0390  on  the  bypass  list 
allows  us  to  develop  more  accurate 
estimates  of  the  median  costs  of  CPT 
code  99291  and  HCPCS  code  C0390 
than  otherwise  would  be  possible. 
However,  the  bypass  list  is  only  used  for 
data  purposes  and  has  no  effect  on  how 
hospitals  report  services  on  claims.  We 
fully  expect  hospitals  to  continue 
reporting  HCPCS  code  C0390  when  a 
critical  care  visit  qualifies  for  trauma 
activation,  in  accordance  with  our 
instructions  in  the  Medicare  Claims 
Processing  Manual,  Pub.  100-04, 

Chapter  4,  Section  160.1. 

Comment:  One  commenter 
recommended  that  CPT  code  90768 
(Intravenous  infusion,  for  therapy, 
prophylaxis,  or  diagnosis  (specify 
substance  or  drug):  Concurrent  infusion 
(List  separately  in  addition  to  code  for 
primary  procedure))  be  included  on  the 
bypass  list  in  order  to  ensure 
consistency  with  the  treatment  of  other 
drug  administration  codes. 

Response:  We  have  not  added  CPT 
code  90768  to  the  bypass  list  because 
our  CY  2009  policy  unconditionally 
packages  payment  for  this  service  and, 
therefore,  it  is  not  a  candidate  for  the 
bypass  list.  The  purpose  of  the  bypass 
list  is  to  develop  “pseudo”  single  claims 
so  that  there  are  more  data  available  to 
determine  the  median  costs  of 
separately  payable  services  for 
ratesetting  purposes.  Including 
packaged  codes  would  be  contrary  to 
the  purpose  of  the  bypass  list.  For 
further  discussion  of  packaged  payment 
in  CY  2009  for  CPT  code  90768,  we  refer 
readers  to  section  VIII. B.  of  this  final 
rule  with  comment  period. 

Comment:  One  commenter  suggested 
that  CMS  claims  data  for  CY  2007 
showed  a  number  of  guidance  and 
radiological  supervision  and 
interpretation  “dependent”  HCPCS 
codes  are  not  on  claims  with  paid 
procedures  in  many  cases,  due  in  part 
to  the  interaction  with  the  bypass  list, 
and  therefore,  their  costs  are  not  used  in 
ratesetting.  They  urged  CMS  to  ensure 
that  the  packaging  and  composite 
methodologies  are  meeting  the  goals  of 
capturing  accurate  multiple  claims  data. 

Response:  The  empirical  criteria 
through  which  most  codes  are  added  to 
the  bypass  list  are  set  to  limit  bypass 
codes  to  those  codes  which  seldom  have 
packaging,  and  when  packaging  exists, 
ensure  limited  packaging  associated 
with  the  code.  This  is  to  ensure  that  any 
remaining  packaging  left  after  removal 
of  the  bypass  codes  would  be  minimal 
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and  uncommon.  As  discussed  above  in 
response  to  the  comment  on  image 
guidance  for  radiation  oncology 
services,  we  have  made  some  changes  to 
the  final  CY  2009  bypass  list  to  remove 
certain  radiation  oncology  codes  from 
the  bypass  list  that  do  not  meet  the 
empirical  criteria.  Those  bypass  list 
changes  ensure  that  the  packaged  costs 
of  image  guidance  services  for  radiation 
therapy  are  not  lost  or  misdirected  to 
payment  for  other  unrelated  services. 
Furthermore,  we  have  reviewed  the 
other  guidance  HCPCS  codes  that  are 
unconditionally  packaged  under  the  CY 
2009  OPPS,  and  we  do  not  believe  that 
there  are  other  HCPCS  codes  included 
on  the  bypass  list  that  fail  to  meet  the 
empirical  criteria  and  to  which  the 
packaged  costs  of  these  other  guidance 
services  would  be  appropriately 
assigned.  Thus,  we  do  not  believe  that 
other  changes  to  the  bypass  list  to 
appropriately  capture  and  assign  the 
costs  of  other  guidance  services  are 
necessary. 

With  regard  to  the  radiological 
supervision  and  interpretation  HCPCS 
codes,  these  codes  are  conditionally 
packaged  codes  assigned  status 
indicator  “Q2”  (“T-packaged”)  to  reflect 
that  their  payment  would  be  packaged 
when  one  or  more  surgical  procedures 
(status  indicator  “T”)  are  provided  on 
the  same  day,  but  otherwise  they  would 
be  separately  paid.  The  determination  of 
packaged  versus  separately  payable 
status  is  made  for  radiological 
supervision  and  interpretation  codes 
prior  to  application  of  the  bypass  list  to 
develop  “pseudo”  single  claims.  Of 
note,  there  are  only  22  “T”  status  codes 
on  the  bypass  list,  out  of  a  total  of  424 
final  bypass  codes,  and  many  of  the  “T” 
status  codes  on  the  bypass  list  are  minor 
skin  treatment  procedures.  Most  of  these 
“T”  status  procedures  currently  meet 
the  empirical  criteria  for  inclusion  on 
the  bypass  list,  so  we  do  not  believe  that 
radiological  supervision  and 
interpretation  services  generally  appear 
on  claims  with  only  those  “T”  status 
procedures  or  would  be  appropriately 
packaged  with  those  procedures. 
Therefore,  we  continue  to  believe  that 
the  costs  of  packaged  radiological 
supervision  and  interpretation  services 
are  being  appropriately  captured  for 
purposes  of  ratesetting,  and  those  costs 
are  not  being  lost  or  misassigned  due  to 
an  interaction  with  the  bypass  list. 

After  consideration  of  the  public 
comments  received,  we  are  adopting,  gs 
final,  the  proposed  “pseudo”  single 
claims  process  and  the  final  CY  2009 
bypass  list  of  424  HCPCS  codes,  as 
displayed  in  Table  1  below.  This  list  has 
been  modified  from  the  CY  2009 
proposed  list,  with  the  removal  of 


certain  HCPCS  codes  as  discussed  above 
in  this  section. 

Table  1— Final  CY  2009  Bypass 
Codes  for  Creating  “Pseudo” 
Single  Claims  for  Calculating 
Median  Costs 


HCPCS 

code 

Short  descriptor 

“Overlap 

bypass 

codes” 

0144T 

CT  heart  w/o  dye; 

11056 

11057 

qual  calc. 

Trim  skin  lesions,  2  to 
4. 

Trim  skin  lesions, 

11300 

over  4. 

Shave  skin  lesion . 

11301 

Shave  skin  lesion . 

11719 

Trim  nail(s) . 

11720 

Debride  nail,  1—5  . 

11721 

Debride  nail,  6  or 

11954 

more. 

Therapy  for  contour 

17000 

defects. 

Destruct  premaig  le- 

17003 

Sion. 

Destruct  premaig  les. 

29220 

31231 

2-14.  ' 

Strapping  of  low  back 
Nasal  endoscopy,  dx 

1  . 

31579 

Diagnostic  laryngos- 

51798 

copy. 

Us  urine  capacity 

53661 

measure. 

Dilation  of  urethra  . 

54240 

Penis  study  . 

56820 

Exam  of  vulva  w/ 

57150 

scope. 

T real  vagina  infection 

67820 

Revise  eyelashes . 

69210 

69220 

Remove  impacted  ear 
wax. 

Clean  out  mastoid 

70030 

cavity. 

X-ray  eye  for  foreign 

70100 

body. 

X-ray  exam  of  jaw . 

70110 

X-ray  exam  of  jaw . 

70120 

X-ray  exam  of  mas- 

70130 

toids. 

X-ray  exam  of  mas- 

70140 

toids. 

X-ray  exam  of  facial 

i 

70150 

bones. 

X-ray  exam  of  facial 

70160 

bones. 

X-ray  exam  of  nasal 

1 

i 

1  . 

70200 

bones. 

X-ray  exam  of  eye 

1 

70210 

sockets. 

X-ray  exam  of  si- 

70220 

nuses. 

X-ray  exam  of  si- 

70250 

nuses. 

X-ray  exam  of  skull  ... 

70260 

X-ray  exam  of  skull  ... 

70328 

X-ray  exam  of  jaw 

70330 

joint. 

X-ray  exam  of  jaw 

70336 

joints. 

Magnetic  image,  jaw 
joint. 

1 

Table  1— Final  CY  2009  Bypass 
Codes  for  Creating  “Pseudo” 
Single  Claims  for  Calculating 
Median  Costs — Continued 


HCPCS 

code 

Short  descriptor 

! 

“Overlap 

bypass 

codes” 

70355 

1  Panoramic  x-ray  of 

70360 

jaws. 

X-ray  exam  of  neck  .. 

70370 

j  Throat  x-ray  &  fluo- 

70371 

1  roscopy. 

Speech  evaluation. 

70450 

70480 

70486 

70490 

70544 

70551 

71010 

i  complex. 

Ct  head/brain  w/o  dye 

1  Ct  orbit/ear/fossa  w/o 
dye. 

'  Ct  maxillofacial  w/o 
t  dye. 

j  Ct  soft  tissue  neck  w/ 

0  dye. 

i  Mr  angiography  head 
j  w/o  dye. 

!  Mri  brain  w/o  dye  . 

•  Chest  x-ray  . 

* 

• 

71015 

1  Chest  x-ray  . 

71020 

i  Chest  x-ray  . 

. 

71021 

i  Chest  x-ray  . 

71022 

Chest  x-ray  . 

71023 

j  Chest  x-ray  and  fluo- 

71030 

roscopy. 

j  Chest  x-ray  . 

71034 

Chest  x-ray  and  fluo- 

71035 

roscopy. 

!  Chest  x-ray  . 

71100 

1  X-ray  exam  of  ribs  .... 

71101 

1  X-ray  exam  of  ribs/ 

71110 

chest. 

j  X-ray  exam  of  ribs  .... 

71111 

1  X-ray  exam  of  ribs/ 

71120 

1  chest. 

!  X-ray  exam  of  breast- 

71130 

bone. 

;  X-ray  exam  of  breast- 

71250  • 
72010 

bone. 

Ct  thorax  w/o  dye  . 

;  X-ray  exam  of  spine 

• 

72020 

1  X-ray  exam  of  spine 

72040 

1  X-ray  exam  of  neck 

72050 

spine. 

1  X-ray  exam  of  neck 

72052 

!  spine. 

1  X-ray  exam  of  neck 

72069 

spine. 

’  X-ray  exam  of  trunk 

72070 

spine. 

'  X-ray  exam  of  tho- 

72072 

rack:  spine. 

'  X-ray  exam  of  tho- 

72074 

;  racic  spine, 
j  X-ray  exam  of  tho- 

72080 

racic  spine. 

'  X-ray  exam  of  trunk 

72090 

1  spine. 

;  X-ray  exam  of  trunk 

72100 

i  spine. 

1  X-ray  exam  of  lower 

72110 

1  spine. 

!  X-ray  exam  of  lower 

72114 

j  spine. 

1  X-ray  exam  of  lower 

i  spine. 

68516 
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Table  1— Final  CY  2009  Bypass 
Codes  for  Creating  “Pseudo” 
Single  Claims  for  Calculating 
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HCPCS 

code 


Short  descriptor 


“Overlap 

bypass 

codes” 


HCPCS 

code 


I  X-ray  exam  of  lower 
spine. 

Ct  neck  spine  w/o 
dye. 

Ct  chest  spine  w/o 
I  dye. 

I  Ct  lumbar  spine  w/o 
i  dye. 

I  Mri  neck  spine  w/o 
dye. 

I  Mri  chest  spine  w/o 
dye. 

I  Mri  lumbar  spine  w/o 
I  dye. 

I  X-ray  exam  of  pelvis 
1  X-ray  exam  of  pelvis 

!  Ct  pelvis  w/o  dye  . 

I  X-ray  exam  sacroiliac 
I  joints. 

I  X-ray  exam  of 
I  tailbone. 

X-ray  exam  of  collar 
bone. 

X-ray  exam  of  shoul- 
i  der  blade. 

I  X-ray  exam  of  shoul- 
i  der. 

I  X-ray  exam  of  shoul¬ 
der. 

I  X-ray  exam  of  shoul- 
I  ders. 

i  X-ray  exam  of  hu¬ 
merus. 

i  X-ray  exam  of  elbow 
j  X-ray  exam  of  elbow 
I  X-ray  exam  of  fore- 
I  arm. 

I  X-ray  exam  of  wrist  ... 
j  X-ray  exam  of  wrist  ... 

X-ray  exam  of  hand  .. 
I  X-ray  exam  of  hand  .. 
i  X-ray  exam  of  fin- 
I  ger(s). 

j  Ct  upper  extremity  w/ 
i  o  dye. 

I  Mri  upper  extremity 
j  w/o  dye. 

I  Mri  joint  upr  extrem 
w/o  dye. 

X-ray  exam  of  hip  . 

X-ray  exam  of  hips  ... 
;  X-ray  exam  of  pelvis 
I  &  hips. 

X-ray  exam  of  thigh  .. 
X-ray  exam  of  knee, 

1  or  2. 

X-ray  exam  of  knee, 

3. 

X-ray  exam,  knee,  4 
or  more. 

i  X-ray  exam  of  knees 
I  X-ray  exam  of  lower 
I  leg. 

I  X-ray  exam  of  ankle 
I  X-ray  exam  of  ankle 
I  X-ray  exam  of  foot  .... 


Short  descriptor 


X-ray  exam  of  foot  .... 
X-ray  exam  of  heel  ... 
X-ray  exam  of  toe(s) 
Ct  lower  extremity  w/ 
o  dye. 

Mri  lower  extremity  w/ 
j  0  dye. 

I  Mri  jnt  of  Iwr  extre  w/ 

I  o  dye. 

j  X-ray  exam  of  abdo- 
!  men. 

I  X-ray  exam  of  abdo- 
j  men. 

j  X-ray  exam  of  abdo- 
I  men. 

j  X-ray  exam  series, 

!  abdomen, 
j  Ct  abdomen  w/o  dye 
I  Contrst  x-ray  exam  of 
;  throat, 
i  Contrast  x-ray, 
esophagus. 

I  Cine/vid  x-ray,  throat/ 
esoph. 

i  Contrst  x-ray  uppr  gi 
j  tract. 

!  Contrst  x-ray  uppr  gi 
I  tract. 

I  Contrst  x-ray  uppr  gi 
;  tract. 

I  X-ray  exam  of  body 
section. 

I  Ophth  us,  b  &  quant 
i  a. 

!  Ophth  us,  quant  a 
j  only. 

i  Ophth  us,  b  w/non- 
quant  a. 

:  Echo  exam  of  eye, 

I  water  bath. 

Echo  exam  of  eye, 
thickness. 

i  Echo  exam  of  eye . 

I  Echo  exam  of  eye . 

'  Us  exam  of  head  and 
!  neck. 

j  Us  exam,  breast(s)  ... 
,  Us  exam,  abdom, 
complete. 

;  Echo  exam  of  abdo¬ 
men. 

I  Us  exam  abdo  back 
I  wall,  comp. 

I  Us  exam  abdo  back 
wall,  lim. 

I  Us  exam  k  transpi  w/ 
doppler. 

I  Ob  us  <1 4  wks,  sin¬ 
gle  fetus. 

i  Ob  us  >/=  1 4  wks, 

I  sngl  fetus, 
j  Ob  us,  detailed,  sngl 
I  fetus. 

I  Ob  us,  follow-up,  per 
I  fetus. 


“Overlap 

bypass 

codes” 


Table  1— Final  CY  2009  Bypass 
Codes  for  Creating  “Pseudo” 
Single  Claims  for  Calculating 
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HCPCS 

code 


Short  descriptor 

“Overlap 

bypass 

codes” 

Transvaginal  us,  ob- 

stetric. 

Transvaginal  us,  non- 

ob. 

Us  exam,  pelvic. 

* 

complete 

Us  exam,  pelvic,  lim- 

* 

ited. 

Us  exam,  scrotum . 

* 

Us  exam,  extremity  ... 

Ultrasound  exam  fol- 

low-up. 

Us  bone  density 

measure. 

Echo  examination 

procedure. 

X-rays  for  bone  age  .. 

X-rays,  bone  length 

studies. 

X-rays,  bone  survey. 

limited. 

X-rays,  bone  survey 

complete. 

X-rays,  bone  survey. 

infant. 

Joint  survey,  single 

view. 

Ct  bone  density,  axial 

Ct  bone  density,  pe- 

ripheral. 

Dxa  bone  density. 

axial. 

Dxa  bone  density/pe- 

ripheral. 

Dxa  bone  density. 

vert  fx. 

Radiographic 

absorptiometry. 

Magnetic  image. 

I  bone  marrow. 

I  Radiotherapy  dose 

plan,  imrt. 

Teletx  isodose  plan 

complex. 

Radiation  physics 

consult. 

Radiation  treatment 

delivery. 

!  Lab  pathology  con- 

I  sultation. 

I 

I  Lab  pathology  con- 

I  sultation. 

I  Bone  marrow  inter- 

pretation. 

Histoplasmosis  skin 

test. 

RBC  antibody  screen 

. 

RBC  antibody  identi- 

i 

fication. 

Coombs  test,  direct  ... 

Coombs  test,  indirect. 

qual. 

I  Coombs  test,  indirect. 

titer. 

Autologous  blood 

process. 
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HCPCS 

code 

[ 

Short  descriptor  1 

i 

“Overlap 

bypass 

codes” 

86900 

Blood  typing,  ABO  .... 

Blood  typing,  Rh  (D) 

Blood  typing,  antigen 
screen. 

Blood  typing,  patient 
serum. 

Blood  typing,  RBC 
antigens. 

Blood  typing,  Rh  phe¬ 
notype. 

Frozen  blood  prep  .... 

RBC  pretreatment . 

86901 

86903 

86904 

86905 

86906 

86930 

86970 

86977 

RBC  pretreatment, 
serum. 

Cytopath  fl  nongyn, 
smears. 

Cytopath  fl  nongyn, 
filter. 

Cytopath  fl  nongyn, 
Sni/fltr. 

Cytopath,  concentrate 
tech. 

Cytopath,  cell  en¬ 
hance  tech. 

Cytopath  smear, 
other  source. 

Cytopath  smear, 
other  source. 

Cytopath  smear, 
other  source. 

Cytopathology  eval  of 
fna. 

Cytopath  eval,  fna, 
report. 

Cell  marker  study . 

i 

88104  j 

i 

88106  i 

1  . 

I 

88107 

88108 

88112 

1 

88160 

88161 

88162 

i 

88172 

88173 

88182 

88184 

Rowcytometry/tc,  1 
marker. 

Flowcytometry/tc, 

1  add-on. 

1  Surgical  path,  gross  .. 

1  Tissue  exam  by  pa- 
1  thologist. 

1  Tissue  exam  by  pa- 
I  thologist. 
j  Tissue  exam  by  pa- 
j  thologist. 

Tissue  exam  by  pa- 
i  thologist. 

Decalcify  tissue . 

88185 

88300 

88302 

88304 

88305 

88307 

88311 

88312  ■ 

Special  stains . 

88313 

Special  stains . 

88321 

Microslide  consulta- 

88323 

tion. 

Microslide  consulta- 

88325 

tion. 

Comprehensive  re¬ 
view  of  data. 

Path  consult  intraop, 

1  bloc. 

Immunohistochemistr- 

88331 

88342 

88346 

y- 

Immunofluorescent 

88347 

study. 

Immunofluorescent 

88348 

study. 

Electron  microscopy 

HCPCS 

code 

Short  descriptor 

"Overlap 

bypass 

codes” 

88358 

Analysis,  tumor  . 

88360 

Tumor 

88361 

immunohistochem/ 

manual. 

Tumor 

88365 

immunohistochem/ 

comput. 

Insitu  hybridization 
(fish). 

Insitu  hybridization, 
manual. 

Surgical  pathology 
procedure. 

Chet  for  mal 

88368 

88399 

89049 

89230 

hyperthermia. 

Collect  sweat  for  test 

89240 

Pathology  lab  proce¬ 
dure. 

Immunization  admin, 
each  add. 

Immune  admin  oral/ 

90472 

90474 

90761 

nasal  addl. 

Hydrate  iv  infusion, 
add-on. 

Ther/proph/dg  iv  inf, 
add-on. 

Tx/proph/dg  addl  seq 
iv  inf. 

Sc  ther  infusion,  addl 
hr. 

Sc  ther  infusion,  reset 
pump. 

Tx/pro/dx  inj  new 
drug  add-on. 

Psy  dx  interview . 

90766 

90767 

■ 

90770 

90771 

90775 

. 

90801 

90802 

Intac  psy  dx  interview 

Psytx,  office,  20-30 
min. 

Psytx,  off,  20-30  min 
w/e&m. 

Psytx,  off,  45-50  min 

Psytx,  off,  45-50  min 
w/e&m. 

Psytx,  office,  75-80 
min. 

Psytx,  off,  75-80,  w/ 
e&m. 

Intac  psytx,  off,  20-' 

30  min. 

Intac  psytx,  20-30,  w/ 
e&m. 

Intac  psytx,  off,  45- 
50  min. 

Psytx,  hosp,  20-30 
min. 

Psytx,  hosp,  45-50 
min. 

Intac  psytx,  hosp,  45- 
50  min. 

Psychoanalysis  . 

90804 

90805 

. 

90806 

90807 

90808 

90809 

90810 

90811 

90812 

90816 

90818 

90826 

90845 

90846 

Family  psytx  w/o  pa¬ 
tient. 

Family  psytx  w/pa- 
tient. 

Group  psychotherapy 
Intac  group  psytx  . 

90847 

90853 

90857 

HCPCS 

code 

Short  descriptor 

“Overlap 

bypass 

codes” 

90862 

Medication  manage¬ 
ment. 

Psychiatric  service/ 
therapy. 

Eye  exam,  new  pa¬ 
tient. 

Eye  exam,  new  pa¬ 
tient. 

Eye  exam  established 
pat. 

Eye  exam  &  treat¬ 
ment. 

Special  eye  evalua¬ 
tion. 

Comdal  topography  .. 

Visual  field  examine- 

90899 

92002 

92004 

92012 

92014 

92020 

92025 

92081 

92082 

tion(s). 

Visual  field  examine- 

92083 

tion(s). 

Visual  field  examina- 

92135 

tion(s). 

Ophth  dx  imaging 
post  seg. 

Ophthalmic  biometry 

Special  eye  exam, 
initial. 

Special  eye  exam, 
subsequent. 

Eye  exam  with 
photos. 

leg  angiography  . 

92136 

92225 

92226 

. 

92230 

92240 

92250 

Eye  exam  with 
photos. 

Electroretinography  ... 
Eye  photography . 

92275 

92285 

92286 

Internal  eye  photog¬ 
raphy. 

Laryngeal  function 
studies. 

Spontaneous  nys¬ 
tagmus  test. 

Sinu.<;nidal  rotational 

92520 

92541 

92546 

92548 

test. 

Posturography . 

92552 

Pure  tone  audiom- 

92553 

etry,  air. 

Audiometry,  air  & 
bone. 

Speech  threshold  au¬ 
diometry. 

Speech  audiometry, 
complete. 

Comprehensive  hear¬ 
ing  test. 

92555 

92556 

92557 

92567 

92582 

Conditioning  play  au¬ 
diometry. 

Auditor  evoke  potent, 
compre. 

Cochlear  impit  f/up 
exam  7  >. 

Reprogram  cochlear 
impit  7  >. 

Eval  aud  rehab  status 

92585 

92603 

92604 

92626 

93005 

Electrocardiogram, 

tracing. 
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HCPCS 

code 

I  ^ 

Short  descriptor 

“Overlap 

bypass 

codes” 

93017 

Cardiovascular  stress 

93225 

test. 

ECG  monitor/record,  1 

93226 

24  hrs. 

ECG  monitor/report, 

24  hrs. 

ECG  monitor/record, 

24  hrs. 

ECG  monitor/report, 

24  hrs. 

ECG  monitor/report. 

24  hrs. 

ECG  recording  . 

93231 

93232 

93236 

93270 

93271 

ECG/monitoring  and 
analysis. 

ECG/signal-averaged 
Analyze  ilr  system . 

93278 

93727 

93731 

Analyze  pacemaker 
system. 

Analyze  pacemaker 
system. 

Telephone  analy, 
pacemaker. 

Analyze  pacemaker 
system. 

Analyze  pacemaker 
system. 

Telephonic  analy, 
pacemaker. 

Analyze  ht  pace  de¬ 
vice  sngl. 

Analyze  ht  pace  de¬ 
vice  sngl. 

Analyze  ht  pace  de¬ 
vice  dual. 

Analyze  ht  pace  de¬ 
vice  dual. 

Ambulatory  BP  re¬ 
cording. 

Ambulatory  BP  anal¬ 
ysis. 

Cardiac  rehab  . 

93732 

93733 

93734 

93735 

93736 

93741 

93742 

93743 

93744 

93786 

93788 

93797 

93798 

Cardiac  rehab/mon- 

93875 

itor. 

Extracranial  study  . 

93880 

Extracranial  study  . 

93882 

Extracranial  study  . 

93886 

Intracranial  study  . 

93888 

Intracranial  study  . 

93922 

Extremity  study  . 

93923 

Extremity  study  . 

93924 

Extremity  study  . 

93925 

Lower  extremity  study 
Lower  extre^jnity  study 
Upper  extremity  study 
Upper  extremity  study 
Extremity  study  . 

93926 

93930 

93931 

93965 

93970 

Extremity  study  . 

93971 

Extremity  study  . 

93975 

Vascular  study  . 

93976 

Vascular  study  . 

93978 

Vascular  study  . 

93979 

Vascular  study  . 

93990 

Doppler  flow  testing  .. 
Patient  recorded 

94015 

94690 

spirometry. 

Exhaled  air  analysis  .. 

1 . 

HCPCS 

code 

Short  descriptor 

“Overlap 

bypass 

codes” 

95115 

Immunotherapy,  one 
injection. 

Immunotherapy  injec¬ 
tions. 

Antigen  therapy  serv¬ 
ices. 

Glucose  monitoring, 
cont. 

Multiple  sleep  latency 
test. 

Sleep  study,  unat¬ 
tended. 

Sleep  study,  attended 

Polysomnography,  1- 
3. 

EEG,  41-60  minutes 

EEG,  over  1  hour . 

95117 

95165 

95250 

95805 

95806 

95807 

95808 

95812 

95813 

95816 

EEG,  awake  and 
drowsy. 

EEG,  awake  and 
asleep. 

EEG,  coma  or  sleep 
only. 

Muscle  test,  thor 

95819 

95822 

95869 

95872 

paraspinal. 

Muscle  test,  one  fiber 
Motor  nerve  conduc- 

95900 

95921 

tion  test. 

Autonomic  nerv  func- 

95925 

tion  test. 

Somatosensory  test¬ 
ing. 

Somatosensory  test¬ 
ing. 

Visual  evoked  poten¬ 
tial  test. 

Ambulatory  eeg  moni¬ 
toring. 

.  EEG  monitoring/com¬ 
puter. 

Analyze  neurostim, 
no  prog. 

Analyze  neurostim, 
complex. 

Cranial  neurostim. 

95926 

95930 

95950 

95953 

95970 

95972 

95974 

95978 

complex. 

Analyze  neurostim 
brain/1  h. 

Motion  analysis, 
video/3d. 

Psycho  testing  by 
psych/phys. 

Developmental  test, 
extend. 

Neurobehavioral  sta- 

96000 

96101 

96111 

96116 

96118 

tus  exam. 

Neuropsych  tst  by 
psych/phys. 

Neuropsych  testing 
by  tec. 

Assess  hith/behave, 
init. 

Assess  hIth/behave, 
subseq. 

Intervene  hith/be- 

96119 

96150 

96151 

96152 

have,  indiv. 

HCPCS 

code 

Short  descriptor 

“Overlap 

bypass 

codes” 

96153 

Intervene  hlth/be- 

96402 

have,  group. 

Chemo  hormon 

96411 

antineopi  sq/im. 
Chemo,  iv  push,  addi 
drug. 

Chemo,  iv  infusion, 
addI  hr. 

Chemo  iv  infus  each 

96415 

96417 

96423 

addi  seq. 

Chemo  ia  infuse  each 

96900 

addi  hr. 

Ultraviolet  light  ther¬ 
apy. 

Photochemotherapy 
with  UV-B. 

Photochemotherapy 
with  UV-A. 

Photochemotherapy, 
UV-A  or  B. 

Laser  tx,  skin  <  250 
sq  cm. 

Osteopathic  manipu¬ 
lation. 

Osteopathic  manipu¬ 
lation. 

Osteopathic  manipu¬ 
lation. 

Chiropractic  manipu¬ 
lation. 

Chiropractic  manipu¬ 
lation. 

Chiropractic  manipu¬ 
lation. 

Office/outpatient  visit, 
new. 

Office/outpatient  visit, 
est. 

Office/outpatient  visit, 
est. 

Office/outpatient  visit, 
est. 

Office  consultation  .... 

96910 

96912 

96913 

96920 

98925 

98926 

98927 

98940 

98941 

98942 

99204 

99212 

99213 

99214 

99241 

99242 

Office  consultation  .... 

99243 

Office  consultation  .... 

99244 

Office  consultation  .... 

99245 

Office  consultation  .... 

G0008 

Admin  influenza  virus 

G0101 

vac. 

CA  screen:  pelvic/ 
breast  exam. 

Trim  nail(s)  . 

G0127 

G0130 

Single  energy  x-ray 
study. 

Extml  counterpulse, 
per  tx. 

OPPS  Service,  sched 
team  conf. 

Robt  lin-radsurg 
fracbr  2-5. 

Initial  preventive 
exam. 

Vessel  mapping 
hemo  access. 

EKG  tracing  for  initial 
prev. 

G0166 

G0175 

G0340 

G0344 

G0365 

G0367 
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HCPCS 

code 

Short  descriptor 

“Overlap 

bypass 

codes” 

G0376 

Smoke/tobacco  coun- 

G0389 

seling  >10. 
Ultrasound  exam 

G0390 

AAA  screen. 

Trauma  Respons  w/ 
hosp  criti. 

Visit  for  drug  moni¬ 
toring. 

Obtaining  screen  pap 
smear. 

M0064 

00091 

c.  Calculation  of  CCRs 
(1)  Development  of  the  CCRs 

We  calculated  hospital-specific 
overall  CCRs  and  hospital-specific 
departmental  CCRs  for  each  hospital  for 
which  we  had  CY  2007  claims  data.  For 
CY  2009  OPPS  ratesetting,  we  used  the 
set  of  claims  processed  during  CY  2007. 
We  applied  the  hospital-specific  CCR  to 
the  hospital’s  charges  at  the  most 
detailed  level  possible,  based  on  a 
revenue  code-to-cost  center  crosswalk 
that  contains  a  hierarchy  of  CCRs  used 
to  estimate  costs  from  charges  for  each 
revenue  code.  That  crosswalk  is 
available  for  review  and  continuous 
comment  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/Hospital 
OutpatientPPS/03_crosswaIk. 
aspttTopOfPage.  We  calculated  CCRs  for 
the  standard  and  nonstandard  cost 
centers  accepted  by  the  electronic  cost 
report  database.  In  general,  the  most 
detailed  level  at  which  we  calculated 
CCRs  was  the  hospital-specific 
departmental  level. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41429),  we  proposed  to 
make  a  change  to  the  revenue  code-to- 
cost  center  crosswalk  for  the  CY  2009 
OPPS.  Specifically,  for  revenue  code 
0904  (Activity  Therapy),  we  proposed  to 
make  cost  center  3550  (Psychiatric/ 
Psychological  Services)  the  primary  cost 
center  and  to  make  cost  center  6000 
(Clinic  services)  the  secondary  cost 
center.  For  CY  2008,  for  revenue  code 
0904,  the  primary  cost  center  is  3580 
(Recreational  Therapy),  cost  center  3550 
is  secondary:  and  cost  center  6000  is 
tertiary.  We  proposed  this  change  to 
conform  the  OPPS  methodology  for 
hospital  claims  to  the  crosswalk  that  is 
being  used  to  calculate  partial 
hospitalization  costs  for  CMHCs. 

We  would  like  to  affirm  that  the 
longstanding  Medicare  principles  of 
cost  apportionment  at  §413.53  convey 
that,  under  the  departmental  method  of 


apportionment,  the  cost  of  each 
ancillary  department  is  to  be 
apportioned  separately  rather  than  being 
combined  with  another  department. 
However,  CMS  does  not  specify  a 
revenue  code-to-cost  center  crosswalk 
that  hospitals  must  adopt  to  prepare  the 
cost  report,  but  instead,  requires 
hospitals  to  submit  their  individual 
crosswalk  to  the  Medicare  contractor 
when  the  cost  report  is  filed.  The 
proposed  CY  2009  OPPS  revenue  code- 
to-cost  center  crosswalk  contains  several 
potential  cost  center  locations  for  a 
revenue  code  because  it  is  an  attempt  to 
best  represent  the  association  of  revenue 
codes  with  cost  centers  across  all 
hospitals  for  modeling  purposes. 
Assignment  to  cost  centers  is  mutually 
exclusive  and  only  defaults  to  the  next 
level  when  the  cost  center  with  higher 
priority  is  unavailable.  The  changes  to 
the  crosswalk  for  revenue  code  0904 
mentioned  above  are  used  by  CMS  for 
modeling  purposes  only,  and  we  fully 
expect  hospitals  to  comply  with  the 
Medicare  reimbursement  policies  when 
reporting  their  costs  and  charges  in  the 
cost  report. 

At  the  August  2008  APC  Panel 
meeting,  we  reviewed  with  the  APC 
Panel’s  Data  Subcommittee  the  current 
revenue  code-to-cost  center  crosswalk, 
as  well  as  other  data  in  preparation  for 
the  CY  2009  rulemaking  cycle.  At  this 
meeting,  the  APC  Panel  recommended 
that  the  Data  Subcommittee  continue  its 
work  and  we  are  accepting  that 
recommendation.  We  will  continue  to 
work  with  the  APC  Panels’  Data 
Subcommittee  to  prepare  and  review 
data  and  analyses  relevant  to  the  APC 
configurations  and  OPPS  payment 
policies  for  hospital  outpatient  items 
and  services. 

We  received  no  public  comments  on 
this  proposal  and,  therefore,  we  are 
finalizing  our  proposal  for  CY  2009, 
without  modification,  to  calculate 
hospital-specific  overall  and 
departmental  CCRs  as  described  above 
in  this  section. 

(2)  Charge  Compression 

Since  the  implementation  of  the 
OPPS,  some  commenters  have  raised 
concerns  about  potential  bias  in  the 
OPPS  cost-based  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  lower  charge  markup  to 
higher-cost  services  and  a  higher  charge 
markup  to  lower-cost  services.  As  a 
result,  the  cost-based  weights 
incorporate  aggregation  bias, 
undervaluing  high  cost  items  and 
overvaluing  low  cost  items  when  an 
estimate  of  average  markup,  embodied 
in  a  single  CCR,  is  applied  to  items  of 
widely  varying  costs  in  the  same  cost 


center.  Commenters  expressed  increased 
concern  about  the  impact  of  charge 
compression  when  CMS  began  setting 
the  relative  weights  for  payment  under 
the  IPPS  based  on  the  costs  of  inpatient 
hospital  services,  rather  than  the 
charges  for  the  services. 

To  explore  this  issue,  in  August  2006 
we  awarded  a  contract  to  RTI 
International  (RTI)  to  study  the  effects  of 
charge  compression  in  calculating  the 
IPPS  relative  weights,  particularly  with 
regard  to  the  impact  on  inpatient 
diagnosis-related  group  (DRG) 
payments,  and  to  consider  methods  to 
capture  better  the  variation  in  cost  and 
charges  for  individual  services  when 
calculating  costs  for  the  IPPS  relative 
weights  across  services  in  the  same  cost 
center.  Of  specific  note  was  RTFs 
analysis  of  a  regression-based 
methodology  estimating  an  average 
adjustment  for  CCR  by  type  of  revenue 
code  from  an  observed  relationship 
between  provider  cost  center  CCRs  and 
proportional  billing  of  high  and  low  cost 
services  in  the  revenue  codes  associated 
with  the  cost  center  in  the  claims  data. 
RTI  issued  a  report  in  March  2007  with 
its  findings  on  charge  compression.  The 
report  is  available  on  the  CMS  Web  site 
at:  http://www.cms.hhs.gov/reports/ 
downloads/Dalton.pdf.  Although  this 
report  was  focused  largely  on  charge 
compression  in  the  context  of  the  IPPS 
cost-based  relative  weights,  several  of 
the  findings  were  relevant  to  the  OPPS. 
Therefore,  we  discussed  the  findings 
and  our  responses  to  that  interim  draft 
report  in  the  CY  2008  OPPS/ASC 
proposed  rule  (72  FR  42641  through 
42643)  and  reiterated  them  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66599  through 
66602). 

We  did  not  propose  any  changes  to 
address  charge  compression  for  CY 
2008.  RTI  noted  in  its  2007  report  that 
its  research  was  limited  to  IPPS  DRC 
cost-based  weights  and  that  it  did  not 
examine  potential  areas  of  charge 
compression  specific  to  hospital 
outpatient  services.  We  were  concerned 
that  the  analysis  was  too  limited  in 
scope  because  typically  hospital  cost 
report  CCRs  encompass  both  inpatient 
and  outpatient  services  for  each  cost 
center.  Further,  because  both  the  IPPS 
and  OPPS  rely  on  cost -based  weights, 
we  preferred  to  introduce  any 
methodological  adjustments  to  both 
payment  systems  at  the  same  time.  We 
believe  that  because  charge  compression 
affects  the  cost  estimates  for  services 
paid  under  both  IPPS  and  OPPS  in  the 
same  way,  it  is  appropriate  that  we 
would  use  the  same  or,  at  least,  similar 
approaches  to  address  the  issue.  Finally, 
we  noted  that  we  wished  to  assess  the 
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educational  activities  being  undertaken 
by  the  hospital  community  to  improve 
cost  reporting  accuracy  in  response  to 
RTFs  findings,  either  as  an  adjunct  to  or 
in  lieu  of  regression-based  adjustments 
to  CCRs. 

We  have  since  expanded  RTFs 
analysis  of  charge  compression  to 
incorporate  outpatient  services.  In 
August  2007,  we  again  contracted  with 
RTI.  Under  this  contract,  we  asked  RTI 
to  evaluate  the  cost  estimation  process 
for  the  OPPS  relative  weights.  This 
research  included  a  reassessment  of  the 
regression-based  CCR  models  using 
hospital  outpatient  and  inpatient  charge 
data,  as  well  as  a  detailed  review  of  the 
OPPS  revenue  code-to-cost  center 
crosswalk  and  the  OPPS’  hospital- 
specific  CCR  methodology.  In  evaluating 
cost-based  estimation,  in  general,  the 
results  of  RTFs  analyses  impact  both  the 
OPPS  APC  relative  weights  and  the  IPPS 
MS-DRG  (Medicare-Severity)  relative 
weights.  With  the  release  of  the  IPPS  FY 
2009  proposed  rule  in  April  2008,  CMS 
posted  an  interim  report  discussing 
RTFs  research  findings  for  the  IPPS  MS- 
DRG  relative  weights  to  be  available 
during  the  public  comment  period  on 
the  FY  2009  IPPS  proposed  rule.  This 
report  can  be  found  on  RTFs  Web  site 
at:  http://wHiA'.rti.org/reports/cins/ 
HHSM-500-2005-0029I/PDF/ 
Refining_Cost_to_Charge_Ratios 
_200804.pdf.  The  IPPS-specific 
chapters,  which  were  separately 
displayed  in  the  April  2008  interim 
report,  as  well  as  the  more  recent  OPPS 
chapters,  are  included  in  the  July  2008 
RTI  final  report  entitled,  “Refining  Cost 
to  Charge  Ratios  for  Calculating  APC 
and  DRG  Relative  Payment  Weights,” 
which  became  available  at  the  time  of 
the  publication  of  the  CY  2009  OPPS/ 
ASC  proposed  rule.  The  RTI  final  report 
can  be  found  on  RTFs  Web  site  at: 
http://v\'ww.rti.org/reports/cms/HHSM- 
500-2005-0029l/PDF/Refining_Cost_to_ 
Charge_Ratios_200807_Final.pdf. 

RTFs  final  report  distinguisned 
between  two  types  of  research  findings 
and  recommendations,  those  pertaining 
to  the  accounting  or  cost  report  data 
itself  and  those  related  to  statistical 
regression  analysis.  Because  the  OPPS 
uses  a  hospital-specific  CCR 
methodology,  employs  detailed  cost 
report  data,  and  estimates  costs  at  the 
claim  level,  CMS  asked  RTI  to  closely 
evaluate  the  accounting  component  of 
the  cost-based  weight  methodology, 
specifically  the  revenue  code-to-cost 
center  crosswalk.  In  reviewing  the  cost 
report  data  for  nonstandard  cost  centers 
used  in  the  crosswalk,  RTI  discovered 
some  problems  concerning  the 
classification  of  nonstandard  cost 
centers  and  reclassified  nonstandard 


cost  centers  hy  reading  providers’  cost 
center  labels.  Standard  cost  centers  are 
preprinted  in  the  CMS-approved  cost 
report  software  and  constitute  the 
minimum  set  of  cost  centers  that  must 
be  reported  on  the  Medicare  hospital 
cost  report  if  a  hospital  includes  that 
cost  center  in  its  own  internal  accounts. 
Nonstandard  cost  centers  are  additional 
common  cost  centers  available  to 
hospitals  for  reporting  when  preparing 
their  Medicare  hospital  cost  report.  To 
the  extent  hospitals  provide  services 
captured  by  nonstandard  cost  centers, 
they  should  report  the  relevant 
nonstandard  cost  centers  as  well,  if  the 
service  is  captured  in  a  separate  account 
and  qualifies  as  a  cost  center  in 
accordance  with  the  Provider 
Reimbursement  Manual  (PRM)-I, 

Section  2302.8.  RTI  also  evaluated  the 
revenue  code-to-cost  center  crosswalk 
after  examining  hospitals’  cost  report 
and  revenue  code  billing  patterns  in 
order  to  reduce  aggregation  bias 
inherent  in  defaulting  to  the  overall 
ancillary  CCR  and  generally  to  improve 
the  empirical  accuracy  of  the  crosswalk. 

With  regard  to  the  statistical 
adjustments,  RTI  confirmed  the  findings 
of  its  March  2007  report  that  regression 
models  are  a  valid  approach  for 
diagnosing  potential  aggregation  bias 
within  selected  services  for  the  IPPS 
and  found  that  regression  models  are 
equally  valid  for  setting  payments  under 
the  OPPS.  RTI  also  suggested  that 
regression-based  CCRs  could  provide  a 
short-term  correction  for  charge 
compression  until  accounting  data 
could  be  refined  to  support  more 
accurate  CCR  estimates  under  both  the 
IPPS  and  the  OPPS.  RTI  again  found 
aggregation  bias  in  devices,  drugs,  and 
radiology  and,  using  combined 
outpatient  and  inpatient  claims, 
expanded  the  number  of  recommended 
regression-adjusted  CCRs. 

In  almost  all  cases,  RTI  observed  that 
potential  distortions  in  the  APC  relative 
weights  were  proportionally  much 
greater  than  for  MS-DRGs  for  both  ' 
accounting-based  and  statistical 
adjustments  because  APC  groups  are 
small  and  generally  price  a  single 
service.  However,  just  as  the  overall 
impacts  on  MS-DRGs  were  more 
moderate  because  MS-DRGs 
experienced  offsetting  effects  of  changes 
in  cost  estimation,  a  given  hospital 
outpatient  visit  might  include  more  than 
one  service,  leading  to  offsetting  effects 
in  cost  estimation  for  services  provided 
in  the  outpatient  episode  as  a  whole.  In 
general,  APC  relative  weights  are  more 
volatile  than  MS-DRG  relative  weights 
from  year  to  year  yet  OPPS  provider 
impacts  are  typically  quite  modest  and, 
in  light  of  this  experience,  we  expect 


that  overall  provider  impacts  could  be 
much  more  moderate  than  those 
suggested  by  individual  APC  impacts 
from  the  RTI  analysis. 

Notwithstanding  likely  offsetting 
effects  at  the  provider  level,  RTI 
asserted  that,  while  some  averaging  is 
appropriate  for  a  prospective  payment 
system,  extreme  distortions  in  APC 
payments  for  individual  services  bias 
perceptions  of  service  profitability  and 
may  lead  hospitals  to  inappropriately 
set  their  charge  structure.  RTI  noted  that 
this  may  not  be  true  for  “core”  hospital 
services,  such  as  oncology,  but  these 
distortions  may  have  a  greater  impact  in 
evolving  areas  with  greater  potential  for 
provider-induced  demand,  such  as 
specialized  imaging  services.  RTI  also 
noted  that  cost-based  weights  are  only 
one  component  of  a  final  prospective 
payment  rate.  There  are  other  rate 
adjustments  (wage  index,  indirect 
medical  education  (IMF),  and 
disproportionate  share  hospital  (DSH)) 
to  payment  derived  fi'om  the  revised 
cost-based  weights  and  the  cumulative 
effect  of  these  components  may  not 
improve  the  ability  of  final  payment  to 
reflect  resource  cost.  With  regard  to 
APCs  and  MS-DRGs  that  contain 
substantial  device  costs,  RTI  cautioned 
that  other  prospective  payment  system 
adjustments  (wage  index,  IME,  and 
DSH)  largely  offset  the  effects  of  charge 
compression  among  hospitals  that 
receive  these  adjustments.  Although  RTI 
endorsed  short-term  regression-based 
adjustments,  RTI  also  concluded  that 
more  refined  and  accurate  accounting 
data  are  the  preferred  long-term  solution 
to  mitigate  charge  compression  and 
related  bias  in  hospital  cost-based 
weights. 

As  a  result  of  this  research,  RTI  made 
11  recommendations,  2  of  which  are 
specific  to  IPPS  MS-DRGs  and  were  not 
discussed  in  the  CY  2009  OPPS/ ASC 
proposed  rule,  nor  are  they  discussed  in 
this  final  rule  with  comment.  The  first 
set  of  non-IPPS-specific 
recommendations  concentrates  on  short¬ 
term  accounting  changes  to  current  cost 
report  data;  the  second  set  addresses 
short-term  regression-based  and  other 
statistical  adjustments.  RTI  concluded 
its  recommendations  with  longer-term 
accounting  changes  to  the  cost  report. 
(RTI  report,  “Refining  Cost  to  Charge 
Ratios  for  Calculating  APC  and  MS- 
DRG  Relative  Payment  Weights,”  July 
2008.)  Given  the  magnitude  and  scope 
of  impacts  on  APC  relative  weights  that 
would  result  from  adopting  both 
accounting  and  statistical  changes,  as 
specifically  observed  in  Chapter  6  of 
RTFs  July  2008  final  report  and 
Attachments  4a,  4b,  and  5  (RTI  report, 
“Refining  Cost  to  Charge  Ratios  for 
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Calculating  APC  and  MS-DRG  Relative 
Payment  Weights,”  July  2008),  we  did 
not  propose  to  adopt  any  short-term 
adjustments  to  OPPS  payment  rate 
calculations  for  CY  2009  (73  FR  41430 
through  41431).  Furthermore,  the 
numerous  and  substantial  changes  that 
RTI  recommended  have  significantly 
complex  interactions  with  one  another 
and  we  believe  that  we  should  proceed 
cautiously.  In  a  budget  neutral  payment 
system,  increases  in  payment  for  some 
services  must  be  countered  by 
reductions  to  payment  for  other 
services. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41431),  we  did  not  propose 
to  adopt,  but  specifically  requested 
general  public  comments  on,  several  of 
RTFs  recommended  accounting-based 
changes  pertaining  to  the  cost  report  as 
discussed  below  because  we  plan  to 
consider  the  public  comments  in  our 
current  revision  of  the  Medicare 
hospital  cost  report  and  for  CY  2010 
OPPS  ratesetting.  We  believe  that 
improved  and  more  precise  cost 
reporting  is  the  best  way  to  improve  the 
accuracy  of  all  cost-based  payment 
weights,  including  relative  weights  for 
the  IPPS  MS-DRGs.  Because  both  the 
IPPS  and  the  OPPS  rely  on  cost-based 
weights  derived,  in  part,  from  data  on 
the  Medicare  hospital  cost  report  form, 
we  indicated  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41431)  that  the 
requested  public  comments  on 
recommended  changes  to  the  cost  report 
should  address  any  impact  on  both  the 
inpatient  and  outpatient  payment 
systems. 

We  noted  in  the  FY  2009  IPPS  final 
rule  (73  FR  48467  through  48468),  that 
we  are  updating  the  cost  report  form  to 
eliminate  outdated  requirements  in 
conjunction  with  the  Paperwork 
Reduction  Act  (PRA),  and  that  we  plan 
to  propose  actual  changes  to  the  cost 
reporting  form,  the  attending  cost 
reporting  software,  and  the  cost  report 
instructions  in  Chapter  36  of  the  PRM- 
II.  We  indicated  that  we  now  believe  the 
revised  cost  report  may  not  be  available 
until  cost  reporting  periods  starting  after 
the  Spring  of  2009.  Because  there  is 
generally  a  3-year  lag  between  the 
availability  of  cost  report  data  for  IPPS 
and  OPPS  ratesetting  purposes  in  a 
given  calendar  year,  we  may  be  able  to 
use  data  from  the  revised  cost  report 
form  for  CY  2012  or  CY  2013  OPPS 
relative  weights. 

In  the  FY  2009  IPPS  final  rule,  we 
finalized  our  proposal  for  both  OPPS 
and  IPPS  to  add  one  cost  center  to  the 
cost  report  so  that,  in  general,  the  costs 
and  charges  for  relatively  inexpensive 
medical  supplies  would  be  reported 
separately  from  the  costs  and  charges  for 


more  expensive  implantable  devices 
(such  as  pacemakers  and  other 
implantable  devices).  Specifically  we 
will  create  one  cost  center  for  “Medical 
Supplies  Charged  to  Patients”  and  one 
cost  center  for  “Implcmtable  Devices 
Charged  to  Patients.”  This  change 
ultimately  will  split  the  current  CCR  for 
Medical  Supplies  and  Equipment  into 
one  CCR  for  medical  supplies  and 
another  CCR  for  implantable  devices.  In 
response  to  support  from  a  majority  of 
commenters  on  the  FY  2009  IPPS 
proposed  rule,  we  frnalized  a  definition 
of  the  Implantable  Devices  Charged  to 
Patients  cost  center  as  capturing  the 
costs  and  charges  billed  with  the 
following  UB-04  revenue  codes:  0275 
(Pacemaker),  0276  (Intraocular  lens), 
0278  (Other  implants),  and  0624  (FDA 
investigational  devices).  Identifying 
most  implantable  devices  based  on  the 
existing  revenue  code  definitions  is  the 
most  straightforward  and  easiest  means 
of  capturing  device  costs,  although  some 
charge  compression  will  remain  in  the 
resulting  device  and  supply  CCRs. 
Hospitals  are  already  familiar  with 
National  Uniform  Billing  Committee- 
(NUBC)  billing  instructions,  and  we 
believe  this  definition  will  minimize  the 
disruption  to  hospitals’  accounting  and 
billing  systems.  For  a  complete 
discussion  of  the  proposal,  public 
comments,  and  our  responses,  we  refer 
readers  to  section  II.E.4.  of  the  FY  2009 
IPPS  final  rule  (73  FR  48458  through 
45467). 

RTFs  first  set  of  recommendations  for 
accounting  changes  addressed  improved 
use  of  existing  cost  report  and  claims 
data.  RTI  recommended:  (1) 

Immediately  using  text  searches  "of 
providers’  line  descriptions  to  identify 
provider-specific  cost  centers  and 
ultimately  to  more  appropriately 
classify  nonstandard  cost  centers  in 
current  hospital  cost  report  data;  (2) 
changing  cost  report  preparation 
software  to  impose  fixed  descriptions  on 
nonstandard  cost  centers;  (3)  slightly 
revising  CMS’  cost  center  aggregation 
table  to  eliminate  duplicative  or 
misplaced  nonstandard  cost  centers  and 
to  add  nonstandard  cost  centers  for 
common  services  without  one;  and  (4) 
adopting  RTFs  recommended  changes  to 
the  revenue  code-to-cost  center 
ciosswalk. 

Given  the  magnitude  and  scope  of 
impacts  resulting  from  RTFs 
recommended  revisions,  we  did  not 
propose  to  adopt  any  of  the  short-term 
accounting  changes,  including  text 
searches  of  providers’  line  descriptions 
to  more  appropriately  classify 
nonstandard  cost  centers  and  changes  to 
the  revenue  code-to-cost  center 
crosswalk.  As  indicated  in  the  CY  2009 


OPPS/ASC  proposed  rule  (73  FR  41431), 
we  stated  that  we  would  modify  the  cost 
report  preparation  software.  This 
revision  will  print  a  brief  fixed 
description  next  to  each  nonstemdard 
cost  center  number,  while  continuing  to 
allow  the  hospital  to  enter  a  description, 
and  will  be  incorporated  in  the  2009 
Medicare  hospital  cost  report 
preparation  software. 

With  regard  to  revisions  to  the  cost 
center  aggregation  table,  we  specifically 
invited  public  comment  on  whether 
several  identified  cost  centers  are 
duplicative  (RTI  report,  “Refining  Cost 
to  Charge  Ratios  for  Calculating  APC 
and  MS-DRG  Relative  Payment 
Weights,”  July  2008).  We  also 
specifically  requested  public  comment 
on  creation  of  new  nonstandard  cost 
centers  for  services  that  are  well 
represented  in  line  descriptions 
reported  witlr  “other  ancillary  services” 
and  other  outpatient  nonstandard  cost 
centers,  but  for  which  no  specific 
nonstandard  cost  center  currently  exists 
and  for  which  UB-04  revenue  codes  do 
exist,  including  cardiac  rehabilitation, 
hyperbaric  oxygen  therapy,  and  patient 
education  (RTI  report,  “Refining  Cost  to 
Charge  Ratios  for  Calculating  APC  and 
MS-DRG  Relative  Payment  Weights,” 
July  2008)  (73  FR  41431). 

Comment:  Many  commenters 
expressed  support  for  refining  the 
Healthcare  Cost  Report  Information 
System  (HCRIS)  database  that  CMS  uses 
for  ratesetting  by  using  text  string 
searches  to  reassign  cost  center  lines 
based  on  the  description  entered  by  the 
hospital,  in  order  to  mitigate  hospital 
error  in  assigning  a  nonstandard  HCRIS 
cost  center  code.  Commenters  viewed 
this  change  as  a  way  to  improve  the 
accuracy  of  the  CCRs  derived  from  the 
cost  report  for  cost  estimation,  without 
imposing  additional  burden  on 
hospitals.  Many  commenters  also 
supported  CMS’  modification  to  add 
fixed  descriptions  to  nonstandard  cost 
center  lines  in  the  cost  reporting 
software,  with  the  caveat  that  hospitals 
continue  to  be  allowed  to  enter  their 
own  nonstandard  cost  center 
descriptions.  The  commenters  believed 
that  this  change  would  improve  the 
quality  and  consistency  of  hospital 
reporting.  One  commenter  indicated 
that  CMS  should  clarify  instructions 
about  the  specific  cost  centers  that 
should  be  reported  on  nonstandard 
lines.  Another  commenter  noted  that  a 
cost  center  for  patient  education  could 
be  difficult  to  report  because  patient 
education  can  take  place  across  multiple 
departments  and  reclassifying  costs 
could  be  challenging.  Many  commenters 
supported  RTFs  recommendation  to 
modify  the  cost  aggregation  table  to 
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eliminate  duplicative  or  misplaced 
nonstandard  cost  centers  but 
emphasized  that  hospitals  should  not  be 
required  to  report  the  revised  cost 
centers.  A  number  of  commenters 
supported  the  addition  of  nonstandard 
cost  centers  that  also  have  a  UB-04 
revenue  code,  including  Cardiac 
Rehabilitation,  Patient  Education, 
Hyperbaric  Oxygen  Therapy,  and 
Lithotripsy. 

Response:  With  regard  to  modifying 
the  cost  reporting  preparation  software 
to  impose  fixed  descriptions  for 
nonstandard  cost  centers,  we  stated  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41431)  that  we  would  make  this 
change  in  the  cost  reporting  preparation 
software  accompanying  the  revised 
Medicare  hospital  cost  report  form. 
Should  release  of  the  revised  form  be 
delayed,  we  will  make  this  change  for 
the  next  release  of  the  cost  report 
preparation  software.  Hospitals  will 
continue  to  be  able  to  enter  their  own 
description  of  the  nonstandard  cost 
center.  This  modification  will  act  as  a 
quality  check  for  hospitals  to  review 
their  choice  of  nonstandard  cost  center 
code  and  encourage  hospitals  to  more 
accurately  report  their  nonstandard  cost 
centers  without  significantly  increasing 
provider  burden. 

We  appreciate  the  commenters’ 
argument  that  text  string  searches  could 
refine  submitted  cost  report  data 
without  imposing  hospital  burden. 
However,  we  will  not  implement  RTFs 
recommended  text  string  search 
algorithm  for  CY  2009  because  it  would 
introduce  significant  changes  in  APC 
median  costs  in  concentrated  areas  with 
significant  Medicare  charges  and 
utilization  and  because  it  would 
represent  a  major  shift  in  the  current 
way  we  use  cost  report  data.  Our 
preference  in  the  median  cost 
development  process  has  been  to  accept 
the  information  submitted  by  hospitals 
as  it  is  received,  only  trimming 
egregiously  erroneous  data  through 
conservative  statistical  methods  in  order 
to  maintain  the  integrity  of  the  original 
data  set.  Modifying  the  data  fi'om  its 
submitted  form  based  on  assumptions 
about  the  data  typically  would  be 
contrary  to  our  principle  of  using  the 
data  as  submitted  by  hospitals.  Further, 
implementing  an  algorithm  that 
reassigns  nonstandard  cost  center  lines 
based  on  their  HCRIS  descriptions 
would  entail  assumptions  about  wbat 
that  hospital’s  written  description 
means  and  what  the  data  represent.  For 
example,  RTI  reassigned  cost  center 
lines  with  combined  descriptions,  such 
as  “Radiation  and  Oncology,”  to  the 
cost  center  with  the  highest  dollar 
volume,  in  this  case  Radiation  Therapy. 


However,  we  are  not  confident  that  the 
assumptions  underlying  these 
reassignments  are  correct.  We  will 
continue  to  examine  the  quality  of  the 
data  submitted  by  hospitals  and  may 
consider  implementing  the  text  string 
searches  in  the  future. 

While  many  commenters  expressed 
general  support  for  RTFs 
recommendation  to  eliminate 
duplicative  nonstandard  cost  centers 
with  low  volume  from  the  cost 
aggregation  table,  we  continue  to 
consider  whether  we  should  retain  these 
cost  centers.  We  note  that  RTFs  analysis 
only  included  an  examination  of  the 
nonstandard  cost  centers  from  more 
recent  cost  reports.  Observing  data  from 
older  cost  reports  may  have  led  RTI  to 
conclude  that  the  same  nonstandard 
cost  centers  would  nonetheless  be 
necessary.  For  continuity  wdth  historical 
cost  report  data,  at  this  time  we  do  not 
plan  to  eliminate  any  duplicative 
nonstandard  cost  centers  from  the  cost 
center  aggregation  table. 

As  part  of  its  recommendation  for 
modifications  to  the  cost  aggregation 
table,  RTI  suggested  adding  new 
nonstandard  cost  centers  for  hospital 
departments  that  were  well  represented 
in  the  cost  report  data  and  had  an 
associated  UB-04  revenue  code  but 
lacked  their  own  nonstandard  cost 
center,  specifically  Cardiac 
Rehabilitation,  Patient  Education, 
Hyperbaric  Oxygen  Therapy,  and 
Lithotripsy.  Many  commenters  were 
supportive  of  these  changes,  believing 
that  these  cost  centers  would  result  in 
more  accurate  cost  estimates  for  the 
services  in  question,  but  they  were 
concerned  about  additional  burden 
associated  with  reporting  new  cost 
centers.  One  commenter  indicated  that 
reporting  patient  education  could  be 
difficult. 

We  do  not  expect  additional  burden 
for  reporting  these  new  nonstandard 
cost  centers  to  be  significant  because 
hospitals  that  provide  these  services  and 
maintain  a  separate  account  for  each  of 
these  services  in  their  internal 
accounting  records  to  capture  the  costs 
and  charges  are  currently  required,  in 
accordance  with  §  413.53(a)(1),  to  report 
these  cost  centers  in  the  cost  report, 
even  if  CMS  does  not  identify  a 
nonstandard  cost  center  code  for  the 
department(s).  Specifically,  under  those 
regulations  defining  the  departmental 
method  of  cost  apportionment,  the 
hospital  must  separately  apportion  the 
costs  of  each  ancillary  department.  CMS 
defines  a  cost  center  in  PRM-1,  Section 
2302.8,  as  an  organizational  unit, 
generally  a  department  or  its  subunit, 
having  a  common  functional  purpose 
for  which  direct  and  indirect  costs  are 


accumulated,  allocated,  and 
apportioned.  Hospitals  that  do  not 
maintain  distinct  departments  or 
accounts  in  their  internal  accounting 
systems  for  Cardiac  Rehabilitation, 
Hyperbaric  Oxygen  Therapy,  or 
Lithotripsy  would  not  be  required  to 
report  these  nonstandard  cost  centers. 
We  plan  to  include  nonstandard  cost 
center  codes  for  Cardiac  Rehabilitation, 
Hyperbaric  Oxygen  Therapy,  and 
Lithotripsy  on  the  revised  Medicare 
hospital  cost  report  form  that  we 
provide  to  the  public  for  comment 
through  the  PRA  process,  because  we 
believe  these  changes  will  facilitate 
more  accurate  cost  reporting  for  these 
services. 

With  regard  to  “patient  education,” 
we  agree  with  the  commenter  that 
“education”  may  not  be  sufficiently 
definitive  to  serve  as  a  useful  cost 
center.  We  will  review  RTFs  findings  on 
the  presence  of  patient  education  in  the 
HCRIS  data  to  see  if  we  should  narrow 
the  scope  of  this  label  to  improve  its 
usefulness  as  a  nonstandard  cost  center. 
Based  on  this  review,  we  may  include 
a  nonstandard  cost  center  like  Patient 
Education  on  the  revised  Medicare 
hospital  cost  report  form  that  we 
provide  for  public  comment  through  the 
PRA  process. 

In  summary,  CMS  continues  to 
examine  ways  in  which  it  can  improve 
the  cost  reporting  process.  We  have 
already  implemented  the  minor  change 
in  the  cost  reporting  software  by 
imposing  fixed  descriptions  on 
nonstandard  cost  centers.  We  also  plan 
to  add  the  new  nonstandard  cost  centers 
for  Cardiac  Rehabilitation,  Hyperbaric 
Oxygen  Therapy,  and  Lithotripsy,  as 
well  as  potentially  a  nonstandard  cost 
center  like  Patient  Education,  to  the 
nonstandard  list  when  we  revise  the 
Medicare  hospital  cost  report  form.  We 
will  consider  the  appropriateness  of  the 
text  string  searches  for  future 
ratesetting. 

Comment:  One  commenter  requested 
that  CMS  issue  a  detailed  written 
explanation  of  CMS’s  processes  for 
collecting,  reviewing,  and  aggregating 
data,  and  reviewing  and  adjusting  cost 
data  to  arrive  at  median  cost  amounts, 
specifically  in  the  context  of  hyperbaric 
oxygen  therapy  services. 

Response:  This  final  rule  with 
comment  period  contains  a 
comprehensive  discussion  of  the 
process  through  which  we  use  cost 
report  and  claims  data  to  arrive  at 
median  costs  in  sections  II.A.l.  and 
II.A.2.  The  claims  accounting  narrative 
mentioned  earlier,  available  on  tbe  CMS 
Web  site,  offers  a  detailed  breakdown  of 
the  processing  logic  CMS  uses  to  refine 
the  claims  data  set,  as  well  as  exact 
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counts  of  claims  involved  in  each  stage 
of  that  process. 

CMS  also  requested  comment  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41431)  on  RTFs  recommended 
changes  to  the  OPPS  revenue  code-to- 
cost  center  crosswalk.  We  indicated  that 
we  may  propose  to  adopt  crosswalk 
changes  for  CY  2010  based  on  RTFs 
analyses  and  related  public  comments 
received  on  this  issue.  Although 
available  on  the  CMS  Web  site  for 
continuous  public  comment,  we  have 
received  relatively  few  public  comments 
over  the  last  several  years  on  the  OPPS 
revenue  code-to-cost  center  crosswalk, 
which  has  undergoiie  only  minimal 
change  since  the  inception  of  the  OPPS. 
RTFs  revised  crosswalk  in  Attachment 
2b  of  its  final  report  reflected  all 
accounting  changes,  including 
reclassification  of  nonstandard  cost 
centers  from  text  searches,  removal  of 
duplicative  cost  centers,  and  addition  of 
new  nonstandard  cost  centers  for 
common  services  (RTI  report,  “Refining 
Cost  to  Charge  Ratios  for  Calculating 
APC  and  MS-DRG  Relative  Payment 
Weights,”  July  2008).  Throughout  the 
July  2008  final  report,  RTI  used  a 
subscripting  nomenclature  developed 
from  CMS’s  aggregation  table  to  identify 
cost  centers.  To  disentangle  the 
combined  impact  of  these  changes  and 
clearly  communicate  RTFs 
recommended  changes  in  current  HCRIS 
cost  center  numbers,  we  made  available 
on  the  CMS  Web  site  a  revised  (RTI- 
recommended)  crosswalk  using  current 
standard  and  nonstandard  cost  centers 
codes  in  the  same  format  as  the 
crosswalk  proposed  for  the  CY  2009 
OPPS.  This  revised  (RTI-reCommended) 
crosswalk  may  be  found  on  the  CMS 
Web  site  under  supporting 
documeijtation  for  this  final  rule  with 
comment  period  at;  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/ 
list.aspttTopOfPage.  We  did  not  include 
RTFs  recommended  new  nonstandard 
cost  centers  in  this  revised  crosswalk  as 
they  are  not  yet  active. 

We  specifically  requested  public 
comment  on  the  numerous  chemges 
included  in  this  crosswalk  (73  FR 
41431).  We  were  interested  in  public 
opinion  about  the  addition  of  “default” 
CCRs  for  clinic,  cardiology,  and  therapy 
services  before  defaulting  to  the  overall 
ancillary  CCR,  as  is  our  current  policy. 
The  overall  ancillary  CCR,  which  is  the 
traditional  default  CCR,  is  charge- 
weighted  and  heavily  influenced  by  the 
relationship  between  costs  and  charges 
for  surgicaf  and  imaging  services.  RTI 
also  introduced  cost  center  4300 
(Radioisotope)  as  a  primary  cost 
converter  for  the  nuclear  medicine 


revenue  codes  (034X).  Further,  RTI 
added  secondary  and  tertiary  crosswalk 
maps  for  services  that  frequently  appear 
together,  such  as  CCRs  for  Computed 
Tomography  (CT)  Scan  as  a  secondary 
cost  converter  for  the  Magnetic 
Resonance  Imaging  (MRI)  revenue  codes 
(061X)  (RTI  report,  “Refining  Cost  to 
Charge  Ratios  for  Calculating  APC  and 
MS-DRG  Relative  Payment  Weights,” 
July  2008). 

Comment:  Some  commenters 
supported  full  adoption  of  the  RTI- 
recommended  revenue  code-to-cost 
center  crosswalk,  which  included 
expanded  and  revised  crosswalks. 

Others  believed  that  they  could  not 
comment  on  the  proposal,  including  the 
addition  of  default  CCRs  for  cardiology, 
therapy,  and  clinic  services,  until  CMS 
provides  additional  information 
comparing  the  cost-based  weights  under 
the  current  and  RTI-recommended 
crosswalks  that  would  illustrate  the 
impact  of  these  changes.  Other 
commenters  wondered  whether  the 
crosswalk  would  be  applied  under  both 
the  IPPS  for  estimating  DRG  relative 
weights  and  the  OPPS  for  estimating 
APC  relative  weights. 

One  commenter  requested  that  CMS 
update  the  revenue  code-to-cost  center 
crosswalk  to  reflect  the  cost  report 
change  finalized  in  the  FY  2009  IPPS 
final  rule  to  create  a  new  implantable 
device  cost  center.  Some  commenters 
expressed  support  for  using  cost  center 
4300  (Radioisotope)  as  a  primary  cost 
converter  for  the  nuclear  medicine 
revenue  code  series  0340  to  0349,  which 
includes  revenue  codes  for  nuclear 
medicine  and  radiopharmaceuticals. 

One  commenter  believed  that  cost 
center  2500  (Adults  and  Pediatrics 
(General  Routine  Care))  offered  the 
appropriate  CCR  for  estimating  costs 
fi'om  charges  on  revenue  code  0762 
(Observation  Room),  instead  of  cost 
center  6200  (Observation  Beds).  Another 
commenter  recommended  removing 
cost  center  3540  (Prosthetic  Devices)  as 
the  primary  CCR  for  revenue  code  0275 
(Pacemaker)  and  only  keeping  cost 
center  5500  (Medical  Supplies  Charged 
to  Patients)  in  the  crosswalk.  The  same 
commenter  pointed  out  that  hospitals 
frequently  bill  certain  imaging  services 
under  revenue  code  0361  (Operating 
Room.Services:  Minor  Surgery)  because 
of  billing  requirements  by  Medicare 
Administrative  Contractors  (MACs)  and 
non-Medicare  payers.  This  practice 
ensures  that  a  radiology  CCR  would  not 
be  used  to  estimate  costs  for  these 
radiology  services  under  the  OPPS  cost 
methodology. 

Response:  The  RTI-recommended 
revenue  code-to-cost  center  crosswalk 
included  significant  changes  from  the 


current  OPPS  crosswalk  that  would 
impact  the  APC  relative  payment 
weights  considerably.  While  several  of 
RTFs  recommendations  to  improve 
CMS’  processes  for  estimating  costs 
from  charges  would  apply  to  both  the 
IPPS  and  the  OPPS,  the  revenue  code- 
to-cost  center  crosswalk  is  specific  to 
the  OPPS.  We  agree  with  the 
commenters  that  observing  the  actual 
median  costs  associated  with  the 
revised  crosswalk  would  help  to  inform 
public  comment.  We  note  that  the 
majority  of  the  changes  detailed  under 
the  (RTI_1)  column  in  Attachment  4a  of 
RTFs  final  report  are  attributable  to  the 
revised  crosswalk  (RTI  report,  “Refining 
Cost  to  Charge  Ratios  for  Calculating 
APC  and  MS-DRG  Relative  Payment  ' 
Weights,”  July  2008).  Like  many 
commenters,  we  also  believe  that  RTFs 
recommended  changes  are 
improvements.  For  example,  we  expect 
that  default  CCRs  for  clinic  services, 
cardiology,  and  therapy  that  are  specific 
to  those  types  of  services  would  be 
appropriate  for  more  accurately 
estimating  cost  when  the  hospital  has 
not  reported  a  clinic,  cardiology,  or 
therapy  cost  center.  However,  we 
understand  that  commenters  may  not 
have  been  able  to  fully  absorb  the 
changes  discussed  in  RTFs  report  and 
would  benefit  from  a  streamlined 
comparison  of  median  costs  that  isolates 
changes  attributable  to  the  revenue 
code-to-cost  center  crosswalk. 

We  did  not  receive  many  detailed 
comments  about  specific  revenue  code 
and  cost  center  relationships  in  the 
crosswalk,  and  we  will  therefore  not 
adopt  significant  changes  to  the 
crosswalk  until  we  provide  such  a 
comparison.  Informed  analysis  and 
public  comment  regarding  the  RTI- 
recommended  changes  to  the  revenue 
code-to-cost  center  crosswalk  would 
help  to  ensure  that  any  final  changes 
would  be  appropriate  and  likely  to 
result  in  more  accurate  data.  We  will 
update  the  revenue  code-to-cost  center 
crosswalk  when  the  new  device  cost 
centers  and  new  nonstahdard  cost 
centers  are  included  in  the  Medicare 
hospital  cost  report  form  and 
corresponding  HCRIS  database. 

We  appreciate  the  small  number  of 
commenters  who  provided  thoughtful 
input  on  specific  adjustments  to  the 
revenue  code-to-cost  center  crosswalk. 
We  will  consider  these  and  any  further 
public  comments  regarding  RTFs 
recommended  revisions  to  the  revenue 
code-to-cost  center  crosswalk  as  we 
consider  crosswalk  revisions  for  future 
OPPS  updates.  We  are  not  adopting 
RTFs  revised  revenue  code-to-cost 
center  crosswalk  for  the  CY  2009  OPPS. 
Furthermore,  we  intend  to  explore 
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differences  between  revenue  code 
billing  requirements  set  by  contractors 
and  NUBC  revenue  code  definitions. 

RTFs  second  set  of  recommendations 
concentrated  on  short-term  statistical 
regression-based  adjustments  to  address 
aggregation  bias.  RTI  recommended:  (1) 
Adopting  regression-adjusted  OPPS 
CCRs  for  Devices,  Other  Supplies  Sold, 
Additional  Detail  Coded  Drugs,  and 
Intravenous  (IV)  Solutions  and  Other 
Drugs  Sold;  and  (2)  adopting  a  set  of 
CCRs  that  blend  corrected  cost  report 
and  regression-adjusted  CCRs  for  CT 
scanning,  MRI,  therapeutic  radiology, 
nuclear  medicine,  and  other  diagnostic 
radiology  services  for  hospitals  that  did 
not  report  these  standard  and 
nonstandard  cost  centers.  We  agree  that 
improved  data  for  cost  estimation  in 
these  areas  is  a  desirable  goal.  However, 
we  historically  have  received  mixed 
support  for  regression-adjusted  CCRS 
through  both  the  IPPS  and  OPPS 
regulatory  process.  For  this  reason,  we 
have  chosen  to  concentrate  our  efforts 
on  concrete  steps  to  improve  the  quality 
of  cost  report  accounting  data  that 
ultimately  would  be  used  to  calculate 
both  hospital  inpatient  and  outpatient 
prospective  payment  system  relative 
weights.  We  specifically  did  not 
propose  to  adopt  regression-adjusted 
CCRs  for  the  CY  2009  OPPS.  In  the  FY 
2009  IPPS  final  rule  (73  FR  48457),  we 
emphasized  our  fundamental  goal  of 
improving  cost  report  accounting  data 
through  revisions  to  the  cost  report  and 
our  support  of  education  initiatives, 
rather  than  introducing  short-term 
statistical  adjustments. 

Comment:  Many  commenters 
expressed  general  support  for  all  of 
RTFs  recommended  regression-adjusted 
CCRs  to  improve  the  overall  accuracy  of 
the  OPPS  relative  weights.  One 
commenter  specifically  noted  that  CMS 
should  not  delay  applying  regression- 
based  adjustments  to  CCRs  for  APC 
payment  calculations  because  the 
agency  chose  not  to  implement 
regression-adjusted  CCRs  for  FY  2009 
IPPS  payments.  Some  commenters 
supported  the  CMS’  decision  not  to 
implement  the  short-term  statistical 
adjustments  recommended  by  RTI.  A 
number  of  commenters  believed  that 
actual  hospital  data  should  be  used  for 
ratesetting  to  ensure  accuracy  in 
payment  rates.  Other  commenters  did 
not  support  the  adoption  of  regression- 
adjusted  CCRs  until  CMS  could  provide 
enough  information  to  show  the 
payment  impact  and  redistribution  of 
costs.  A  few  commenters  noted  that 
CMS  should  actually  propose  specific 
refinements  and  discuss  the 
methodology  behind  such  a  proposal. 
Many  commenters  requested  that  CMS 


proceed  with  caution  with  regard  to 
making  any  changes  that  could 
significantly  affect  the  payment  system. 

Numerous  commenters  expressed 
support  for  the  use  of  regression- 
adjusted  CCRs  for  devices  in  order  to 
improve  short-term  accuracy  in  the 
OPPS  relative  payment  weights  by 
addressing  charge  compression  arising 
from  use  of  a  single  CCR  for  supplies 
and  devices.  These  commenters  viewed 
regression-adjusted  CCRs  as  a  suitable 
temporary  adjustment  for  charge 
compression  until  CCRs  for  the  new 
Implantable  Devices  Charged  to  Patients 
cost  center,  finalized  in  the  FY  2009 
IPPS  final  rule  (73  FR  48458  through 
48469),  become  available  in  CY  2012  or 
CY  2013.  Many  commenters  saw 
regression-adjusted  CCRs  for  devices  as 
a  necessary  solution  that  would  be 
immediately  available  and  appropriate, 
especially  because  they  believed  that 
other  options,  such  as  provider 
education,  could  not  address  the  issue 
of  highly  variable  markup  rates 
compressed  by  a  single  CCR  during  cost 
estimation.  Those  commenters  offered 
varied  suggestions  for  implementing 
regression-adjusted  CCRs  for  devices, 
including  phasing  in  adoption  of 
regression-adjusted  device  CCRs  over 
several  years,  using  the  regression- 
adjusted  CCRs  to  check  the  validity  of 
early  cost  report  data  for  the  new  cost 
center,  and  using  the  device  regression- 
adjusted  CCR  to  soften  CCR  changes  due 
to  new  implantable  devices  cost  report 
data. 

Several  commenters  supported  the 
use  of  regression-adjusted  CCRs  for 
drugs,  but  most  commenters  focused 
their  comments  about  charge 
compression  in  drug  payment  on  CMS’ 
proposal  to  create  two  new  cost  centers 
for  drugs  with  high  and  low  pharmacy 
overhead  costs,  respectively,  which  is 
discussed  in  more  detail  in  section 
V.B.3.  of  this  final  rule  with  comment 
period.  Many  commenters  specifically 
opposed  the  concept  of  regression- 
adjusted  CCRs  for  radiology  services, 
noting  that  RTFs  results  for  the  CT 
Scanning  and  MRI  cost  centers  were 
inaccurate  due  to  error  in  capital  cost 
allocation  for  specialized  imaging 
services  which  resulted  in 
inappropriately  low  relative  weights. 

Response:  As  noted  above  in  the, 
preceding  three  paragraphs,  we  once 
again  received  numerous  mixed 
comments  on  the  use  of  regression- 
adjusted  CCRs,  comparable  to  the  type 
of  comments  received  on  the  FY  2009 
IPPS  proposed  rule.  While  we 
appreciate  commenters’  continued 
thoughtful  comments  on  this  issue,  we 
did  not  propose  to  adopt  regression- 
adjusted  CCRs  for  the  CY  2009  OPPS,  as 


we  have  received  mixed  support  for  this 
approach  in  the  past.  As  such,  we  are 
not  implementing  regression-adjusted 
CCRs  for  CY  2009.  We  continue  to 
emphasize  our  preference  for  long-term 
cost  reporting  changes  and  broad 
education  initiatives  to  address  the 
accuracy  of  the  data,  rather  than  short¬ 
term  statistical  adjustments.  With  regard 
to  devices,  CMS  finalized  a  proposal  in 
the  FY  2009  IPPS  final  rule  to 
disaggregate  the  medical  supplies  CCR 
into  one  cost  center  for  medical  supplies 
and  one  for  implantable  devices  (73  FR 
48458  through  48467).  This  change  to 
the  cost  report  will  influence  both  the 
IPPS  and  OPPS  relative  weights.  We 
believe  that,  ultimately,  improved  and 
more  precise  cost  reporting  is  the  best 
way  to  minimize  charge  compression 
and  improve  the  accuracy  of  the  cost 
weights.  With  regard  to  radiology,  we 
agree  with  the  commenters  that  the 
hospital  community  could  benefit  from 
education  on  Medicare  hospital  cost 
report  requirements  for  allocation  of 
fixed  capital  and  moveable  equipment 
indirect  costs  to  improve  the  accuracy  of 
cost  reporting  for  specialized  imaging 
services. 

RTFs  third  and  final  set  of 
recommendations  focused  on  long-term 
accounting  revisions  to  the  cost  report 
and  educational  efforts  to  improve  the 
overall  accuracy  of  accounting  data.  RTI 
recommended:  (1)  Clarifying  cost  report 
instructions  and  requiring  hospitals  to 
use  all  standard  lines  in  the  cost  report 
if  their  facility  offers  the  described 
services;  (2)  creating  new  standard  lines 
in  the  cost  report  for  CT  Scanning,  MRI, 
Cardiac  Catheterization,  Devices,  and 
Drugs  Requiring  Additional  Coding;  and 
(3)  educating  hospitals  through 
industry-led  educational  initiatives 
directed  at  methods  for  capital  cost 
finding,  specifically  encouraging 
providers  to  use  direct  assignment  of 
equipment  depreciation  and  lease  costs 
wherever  possible,  or  at  least  to  allocate 
moveable  equipment  depreciation  based 
on  dollar  value  of  assigned  depreciation 
costs. 

As  noted  above  in  this  section,  we 
will  assess  further  steps  we  can  take  to 
educate  hospitals  about  the  principle  of 
departmental  apportionment  of  costs  at 
§413.53,  which  states  that  hospitals 
should  apportion  separately  the  costs 
and  charges  of  each  ancillary 
department  for  which  charges  are 
customarily  made  separately,  rather 
than  combining  those  costs  and  charges 
with  another  ancillary  department. 
Standard  cost  centers  are  preprinted  in 
the  CMS-approved  cost  report  software 
and  constitute  the  minimum  set  of  cost 
centers  that  must  be  reported  on  the 
Medicare  hospital  cost  report  as 
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required  in  Section  2302.8  of  the  PRM-^ 

I  if  the  hospital  creates  a  separate 
account  for  the  service  in  its  accounting 
system.  RTI  noted  that  many  hospitals 
combine  costs  and  charges  for  standard 
costs  centers,  especially  therapeutic 
radiology  and  nuclear  medicine 
services,  under  the  diagnostic  radiology 
cost  center  (RTI  report,  “Refining  Cost 
to  Charge  Ratios  for  Calculating  APC 
and  MS— DRG  Relative  Payment 
Weights,”  July  2008).  In  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41431 
through  41432),  we  specifically  asked 
for  public  comment  on  the  reasons  for 
this  aggregation  and  other  relatively 
common  deviations  from  cost  reporting 
instructions,  such  as  a  failure  to  report 
the  standard  cost  center  4700  (Blood 
Storing,  Processing  &  Transportation) 
when  the  hospital  bills  Medicare  for 
blood  products  that  have  storage  and 
processing  costs  and  charges. 

With  regard  to  creating  new  standard 
lines  in  the  cost  report,  in  addition  to 
our  proposal  to  add  a  standard  cost 
center  for  Implantable  Devices  Charged 
to  Patients  in  the  FY  2009  IPPS 
proposed  rule,  we  proposed  to  add  two 
standard  cost  centers,  one  for  Drugs 
with  High  Overhead  Cost  Charged  to 
Patients  and  one  for  Drugs  with  Low 
Overhead  Cost  Charge  to  Patients,  in  the 
CY  2009  OPPS/ASC  proposed  rule.  We 
discuss  our  decision  not  to  finalize  this 
proposal  to  create  fwo  new  cost  centers 
for  drugs  in  our  discussion  of  payment 
for  the  acquisition  and  pharmacy 
overhead  costs  associated  with 
separately  payable  drugs  and  biologicals 
in  section  V.B.3.  of  this  final  rule  with 
comment  period. 

As  we  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41432), 
we  believe  that  standard  cost  centers  for 
CT  Scanning,  MRI,  and  Cardiac 
Catheterization  also  may  be  appropriate 
as  we  revise  the  Medicare  hospital  cost 
report  form.  CMS  already  has 
established  nonstandard  cost  centers  for 
these  services  and  many  hospitals 
currently  report  costs  and  charges  for 
these  cost  centers.  RTI  identified  almost 
1,000  cost  center  lines  for  CT  scanning, 
MRI,  and  cardiac  catheterization  each  in 
the  one  year  of  HCRIS  data  used  for 
RTFs  study.  Many  more  hospitals  than 
this  bill  distinct  charges  for  these 
services,  and  we  are  confident  that 
many  hospitals  maintain  a  separate 
account  for  these  services  in  their 
accounting  system.  While  we  currently 
use  available  nonstandard  cost  center 
CCRs  for  cost  estimation  under  the 
OPPS,  creating  standard  lines  for 
common  advanced  imaging  services, 
such  as  CT  Scanning  and  MRI,  and  a 
common  cardiac  diagnostic  service. 
Cardiac  Catheterization,  would 


encourage  more  providers  to  report  cost 
and  charge  information  separately  for 
these  services.  Although  we  did  not 
propose  to  create  these  cost  centers,  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41432),  we  specifically  invited 
public  comment  on  the  appropriateness 
of  creating  standard  cost  centers  for  CT 
Scanning,  MRI,  and  Cardiac 
Catheterization  to  consider  in  our 
revision  of  the  Medicare  hospital  cost 
report  form.  We  recognize  that 
improved  allocation  of  moveable 
equipment  costs  based  on  dollar  value, 
the  recommended  allocation  statistic, 
would  be  important  to  ensure  improved 
accuracy  in  ratesetting  if  we  were  to 
make  these  cost  centers  standard. 

The  accuracy  of  capital  cost  allocation 
under  Medicare  allocation  methods 
remains  an  issue  when  discussing  the 
accuracy  of  CCRs  for  radiology  and 
other  capital-intensive  services.  We  are 
supportive  of  industry-led  educational 
initiatives  to  improve  the  quality  of 
reporting  capital  costs  in  the  cost  report 
within  the  Context  of  the  Medicare 
policies  in  PRM-I,  Section  2307,  and 
PRM-II,  Chapter  36,  and,  as  we 
explained  in  the  FY  2008  IPPS  final  rule 
with  comment  period  (72  FR  47196),  we 
are  willing  to  work  with  the  hospital 
industry  to  further  such  initiatives. 

We  received  numerous  comments 
about  potential  revisions  to  the  cost 
report  and  recommendations  to  improve 
the  cost  report  form  and  cost  report 
process.  A  summary  of  the  cpmments 
and  our  responses  follow. 

Comment:  Many  commenters  urged 
CMS  to  use  caution  when  making 
incremental  changes  to  the  cost  report, 
but  also  suggested  that  a  more  • 
comprehensive  effort  be  made  to 
improve  the  cost  reporting  process. 
Several  commenters  noted  that  changes 
to  the  cost  report  to  improve  the 
accuracy  of  prospective  payment  system 
weights  impose  hospital  burden  without 
adding  additional  revenue  to  the  system 
and  may  counteract  their  purpose  by 
requesting  a  level  of  precision  that 
hospitals  cannot  provide.  Some 
commenters  requested  that  CMS  make 
cost  report  changes  consistent  across  the 
inpatient  and  outpatient  payment 
systems.  One  commenter  requested  that 
CMS  coordinate  cost  report 
requirements  with  those  required  by 
State  Medicaid  programs.  Other 
commenters  suggested  that  CMS 
undertake  educational  efforts  providing 
greater  detail  on  how  to  comply  with 
regulations  and  manual  instructions, 
how  to  file  a  cost  report,  how  to 
evaluate  a  completed  cost  report  for  ' 
accuracy,  and  the  consequences  of 
noncompliance.  Many  commehters 
noted  that  hospitals  do  not  know  what 


CMS  wants  them  to  do  when 
completing  the  cost  report  and  urged 
CMS  to  provide  explicit  cost  report 
guidance  on  direct  expense  assignment, 
capital  expense  assignment,  allocation 
of  overhead,  and  matching  gross 
revenue,  in  order  to  reduce  hospital 
reporting  burden  and  to  ensure  that 
hospitals  have  both  the  direction  and 
knowledge  to  comply.  One  commenter 
suggested  that  even  if  hospitals 
recognized  problems  in  their  internal 
cost  reporting  process,  they  would 
continue  their  erroneous  reporting 
practice  in  order  to  achieve  base  year 
consistency.  A  number  of  commenters 
also  requested  that  CMS  instruct 
Medicare  contractors  to  audit  cost 
reports  more  closely. 

Several  commenters  specifically 
addressed  the  new  Implantable  Devices 
Charged  to  Patients  cost  center  finalized 
in  the  FY  2009  IPPS  final  rule.  These 
commenters  requested  that  CMS 
carefully  choose  an  appropriate 
overhead  allocation  statistic  to  ensure 
that  overhead  allocation  would  not 
undermine  the  potential  accuracy  in 
CCR  data  behind  CMS’  proposal  to 
create  a  new  cost  center.  They  requested 
that  CMS  undertake  an  educational 
campaign  to  describe  appropriate 
practices  for  distinguishing  between 
devices  and  supplies.  Some  commenters 
also  requested  that  CMS  develop 
mechanisms  to  validate  the  accuracy  of 
data  from  the  new  cost  center. 

In  response  to  CMS’  inquiry  regarding 
the  failure  of  hospitals  to  report  costs 
and  charges  for  cost  center  4700  (Blood 
Storing,  Processing,  and  Transfusion), 
several  commenters  indicated  that  even 
though  hospitals  are  required  to  bill 
costs  and  charges  under  revenue  code 
0391  (Administration,  Processing  and 
Storage  for  Blood  and  Blood 
Components:  Administration  (eg. 
Transfusion))  and  capture  those  costs  in 
cost  center  4700  in  the  cost  report,  as 
indicated  in  the  FY  2009  IPPS  final  rule 
(73  FR  48466),  hospitals  do  not  report 
costs  and  charges  for  cost  center  4700 
because  there  are  no  specific  cost  report 
instructions.  The  commenters  suggested 
that  CMS  define  a  formula-driven 
expense  reclassification  method. 

Response:  We  appreciate  the 
thoughtful  public  input  on  clarifying 
cost  report  instructions  and  the  cost 
reporting  process.  We  recognize  that 
there  are  areas  of  concern  with  the  cost 
report,  and  we  are  taking  steps  to 
address  some  of  them.  These  include 
finalizing  a  new  cost  center  for 
implantable  devices,  adding  fixed 
descriptions  to  HCRIS  cost  center  codes 
in  the  cost  report  preparation  software, 
and  engaging  in  provider  educational 
efforts  to  help  educate  providers 
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regarding  the  proper  accounting  of  Costs 
in  the  cost  report.  While  these  efforts  are 
being  made  to  help  address  charge 
compression  and  improve  the  accuracy 
of  cost  report  data,  more  fundamentally, 
they  will  improve  the  cost  reporting 
process  itself. 

We  are  currently  in  the  process  of 
making  revisions  to  the  Medicare  cost 
report  form,  and  we  will  consider  the 
commenters’  many  concerns  and 
recommendations  summarized  above  in 
our  revisions.  Changes  to  the  Medicare 
hospital  cost  report  will  be  incorporated 
into  both  the  IPPS  and  OPPS  relative 
weights.  Under  the  effort  to  update  the 
cost  report  and  eliminate  outdated 
requirements  in  conjunction  with  the 
PRA,  changes  to  the  cost  report  form 
and  cost  report  instructions  will  be 
made  available  to  the  public  for 
comment.  The  commenters  will  have  an 
opportunity  to  suggest  more 
comprehensive  reforms  and  to  request 
more  detailed  instructions,  and 
similarly  will  be  able  to  make 
suggestions  for  ensuring  that  these 
reforms  are  made  in  a  manner  that  is  not 
disruptive  to  hospitals’  billing  and 
accounting  systems  and  are  within  the 
guidelines  of  Medicare  principles  of 
reimbursement  and  generally  accepted 
accounting  principles  (GAAP).  We 
welcome  further  comment  on  changes  to 
the  revised  Medicare  hospital  cost 
report  through  the  PRA  process. 

Many  State  Medicaid  programs  use 
the  Medicare  cost  report  to  determine 
Medicaid  payments,  including  Medicaid 
Disproportionate  Share  Hospital  (DSH) 
payments.  Therefore,  it  is  important  for 
hospitals  to  complete  the  Medicare  cost 
report  in  accordance  with  the  Medicare 
reimbursement  and  cost  reporting 
policies.  With  regard  to  reporting  costs 
and  charges  for  cost  center  4700,  we 
note  that  CMS  provides  instructions  in 
PRM-II,  Section  3610,  Line  47  for  this 
cost  center. 

While  we  always  are  open  to 
incorporating  refinements  in  our  cost 
report  instructions  as  requested  by 
numerous  commenters,  we  note  that 
CMS  cannot  provide  as  much  specificity 
in  instructions  as  some  commenters 
have  requested,  as  discussed  below. 
While  CMS  is  responsible  for  issuing 
cost  reporting  instructions  that  are  clear, 
hospitals  are  required  to  complete  the 
cost  report  in  a  manner  that  is 
appropriate  for  their  internal  accounting 
system  structure  (42  CFR  413.20)  and 
that  is  within  the  framework  of 
Medicare  reimbursement  principles  and 
cost  report  instructions.  With  regard  to 
the  overhead  allocation  basis  for  the 
new  implantable  devices  cost  center, 
CMS  will  recommend  an  allocation 
basis  as  it  does  with  all  overhead 


allocation.  However,  hospitals  may  use 
a  different  statistic  if  approved  by  the 
hospital’s  Medicare  contractor,  in 
accordance  with  PRM-I,  Section  2313. 

Comment:  Many  commenters  did  not 
support  requiring  hospitals  to  report  all 
standard  cost  centers  that  describe 
services  the  hospitals  provide. 

Response:  In  accordance  with  the 
principle  of  departmental 
apportionment  of  costs  at  §413.53, 
hospitals  are  required  to  report 
separately  the  costs  and  charges  for  each 
ancillary  department  for  which  charges 
are  customarily  billed.  Section  2302.8  of 
the  PRM-I  defines  a  cost  center  as  an 
organizational  unit,  generally  a 
department  or  its  subunit,  having  a 
common  functional  purpose  for  which 
direct  and  indirect  costs  are 
accumulated,  allocated  and 
apportioned.  Language  in  the  PRM-II, 
Chapter  36,  incorporated  these  policies 
when  establishing  the  standard  ancillary 
cost  centers  in  the  cost  report. 

Therefore,  the  standard  cost  centers 
constitute  the  most  minimum  set  of 
common  cost  centers  hospitals  are 
required  to  report,  assuming  they 
maintain  a  separate  account  for  those 
services  in  the  internal  accounting 
systems. 

We  recognize  that  not  all  cost  centers, 
whether  standard  or  nonstandard,  apply 
to  all  providers.  For  example,  where  a 
provider  furnishes  all  radiological 
services  in  a  single  department  and  their 
records  are  maintained  in  that  manner, 
the  provider  would  currently  enter  a 
single  entry  identifying  all  radiological 
services  on  the  Radiology-Diagnostic 
line  of  Worksheet  A  and  make  no 
entries  on  the  Radiology-Therapeutic 
line  and  Radioisotopes  line  of  the  cost 
report.  However,  currently,  if  these 
radiological  services  were  furnished  in 
three  separate  departments  (cost 
centers),  then  the  corresponding 
department  data  should  also  be 
accumulated  as  such  in  the  provider’s 
accounting  system  and  recorded 
similarly  in  the  cost  report. 

Comment:  While  some  commenters 
expressed  agreement  in  theory  with 
establishing  standard  cost  centers  for  CT 
Scanning,  MRI,  and  Cardiac 
Catheterization,  many  expressed 
significant  concern  with  their  actual 
implementation.  The  commenters 
believed  that  allocating  costs  for  these 
services  to  specific  cost  centers  could 
prove  difficult,  especially  for  cardiac 
catheterization,  and  would  in  most 
cases  be  an  estimate.  Some  commenters 
warned  that  smaller  hospitals  might  not 
have  accounting  systems  that  allow 
matching  costs  to  revenue  in 
departments  for  these  diagnostic 
services.  One  commenter  suggested  that 


hospitals  frequently  are  slow  to  adopt 
new  cost  centers  and  that  CMS  should 
consider  requiring  all  providers  to  use 
the  new  cost  centers.  Some  commenters 
wanted  to  ensure  that  these  services  met 
CMS’  definition  for  reporting  as  a 
separate  and  distinct  cost  center.  A 
number  of  commenters  requested  that 
CMS  delay  implementation  of  these 
changes  to  the  cost  report  to  allow 
industry-led  initiatives  to  improve  cost 
reporting,  especially  capital  cost 
finding,  to  take  effect.  Other 
commenters  believed  that  the  agency 
should  fully  understand  hospital  costs 
for  CT  and  MRI  before  adding  the 
standard  cost  centers.  One  commenter 
suggested  that  failure  to  establish  cost 
centers  for  CT  Scanning  and  MRI  would 
amount  to  a  violation  of  the 
Administrative  Procedures  Act  (APA) 
because  the  final  regulation  must  have 
some  rational  connection  with  the  facts. 

Response:  RTI  recommended  these 
standard  cost  centers  in  order  to 
separately  capture  cost  and  charge  data 
for  high  volume  services  contributing  to 
aggregation  bias  in  the  OPPS  relative 
weights.  Although  we  did  not  propose 
to  adopt  these  cost  centers  as  standard 
cost  centers,  we  believe  that  doing  so 
would  help  provide  more  accurate  cost 
estimates  for  CT  scans,  MRI,  and 
Cardiac  Catheterization,  coupled  with 
improved  hospital  allocation  of 
moveable  equipment  tosts  based  on 
dollar  value  or  direct  assignment,  if  the 
criteria  in  PRM-1,  Section  2307  are  met. 
All  of  these  departments  already  are 
nonstandard  cost  centers,  and,  therefore, 
we  believe  that  they  meet  CMS’ 
definition  of  separate  and  distinct  cost 
centers,  if  a  hospital  maintains  separate 
departments  for  these  services  and 
establishes  separate  accounts  for  them 
in  its  internal  accounting  system. 

We  will  review  these  comments  again, 
should  we  consider  proposing 
additional  standard  cost  centers  in  the 
cost  report  in  future  years. 

We  do  not  understand  the  comments 
concerning  the  APA.  We  did  not 
propose  to  adopt  these  three  cost 
centers;  we  only  requested  comment  on 
RTFs  recommendation.  Further,  RTI  and 
commenters  acknowledge  that  hospitals 
do  not  appear  to  be  appropriately 
allocating  capital  costs  to  these 
specialized  imaging  cost  centers, 
potentially  using  “square  feet’’  as  the 
allocation  basis  rather  than  the 
recommended  allocation  basis  of  “dollar 
value.’’  Finally,  commenters  will  have 
an  opportunity  to  provide  further  input 
on  revisions  to  the  Medicare  hospital 
cost  report  form  through  a  notice  and 
comment  process  as  we  pursue  changes 
to  the  cost  report  through  the  PRA 
process. 
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Comment:  Many  commenters  asked 
CMS  to  consider  whether  separate  cost 
centers  for  a  variety  of  services  should 
he  created,  such  as  Type  B  emergency 
departments,  in  order  to  develop  more 
accurate  CCRs,  particularly  in  the 
context  of  potentially  significant 
changes  to  the  cost  report  form.  Other 
commenters  recommended  that  CMS 
limit  cost  report  changes  to  cost  center 
lines  that  have  significant  accuracy 
problems  in  their  current  CCRs,  so  as 
not  to  place  undue  burden  on  hospitals. 

Response:  The  commenters  will  have 
an  opportunity  to  provide  further  input 
on  revisions  to  the  Medicare  hospital 
cost  report  form  through  the  PRA  notice 
and  comment  process  anticipated  later 
this  year.  We  note  that  RTI  could  not 
consider  Type  B  emergency  department 
visits  specifically  in  its  analysis  because 
Type  B  visits  do  not  have  a  unique  UB- 
04  revenue  code.  Still,  most  commenters 
believed  that  the  issue  of  medical 
devices  and  supplies  represented  the 
most  significant  area  of  charge 
compression  and  further  changes  to  the 
cost  report  and  associated  hospital 
reporting  burden  would  not  be 
warranted  by  potential  improvements  in 
payment  accuracy.  We  understand  the 
hospital’s  increased  administrative 
burden  that  may  result  from  changes  to 
the  cost  report  because  we  have  been 
told  that  changes  to  the  cost  report 
involve  significant  accounting  and 
billing  modifications.  However,  we  note 
that  most  of  the  cost  centers  discussed 
in  this  section  are  for  departments  or 
accounts  that  cost  report  data  indicate 
are  already  established  within  many 
hospitals’  internal  accounting  systems. 
As  to  the  potential  new  billing 
requirements,  we  do  not  believe  most 
cost  report  changes  would  require 
significant  billing  modifications  if  the 
hospital  uses  the  most  detailed  UB-04 
revenue  codes  available.  In  summary, 
we  will  keep  these  comments  in  mind 
as  we  consider  other  revisions  to  the 
Medicare  hospital  cost  report. 

Comment:  Some  commenters  were 
very  concerned  with  the  results  of  RTI’s 
analysis,  which  observed  very  low  CCRs 
for  CT  scanning  and  MRI.  They 
attributed  this  finding  to  a  common 
hospital  practice  of  allocating  fixed 
capital  and  moveable  equipment  costs 
using  a  per  square  footage  allocation 
statistic,  rather  than  one  that  more 
appropriately  associates  the  high  capital 
and  equipment  costs  with  the  CT  and 
MRI  cost  centers.  Some  commenters 
believed  that  RTI’s  conclusions  were 
unjustified  because  RTI  assumed  that 
the  full  cost  of  these  specialized  imaging 
services  was  fully  captured  by  the  CT 
and  MRI  nonstandard  cost  centers. 

Many  commenters  requested  more 


guidance  regarding  how  to  properly 
allocate  moveable  equipment  capital 
costs,  including  the  practice  of  direct 
assignment  of  equipment  depreciation 
and  lease  costs,  and  generally  supported 
an  educational  initiative  about  capital 
cost  finding.  Most  commenters 
supported  allocating  overhead  based  on 
direct  assignment  or  dollar  value  of 
depreciation  and  lease  costs. 

Response:  We  agree  that  cost 
allocation  of  the  capital  costs  (for 
example,  depreciation  or  rental)  of 
expensive  moveable  equipment  using 
“square  feet”  as  the  allocation  basis  may 
lead  to  inaccuracies  in  cost  estimates,  as 
the  allocation  basis  bears  no  direct 
relationship  to  the  cost  being  allocated. 
Because  the  CMS-recommended 
allocation  basis  for  moveable  equipment 
capital  costs  is  “dollar  value,”  we 
suggest  that  hospitals  use  that  basis 
rather  than  “square  feet”  to  allocate  the 
moveable  equipment  capital  costs.  (We 
refer  readers  to  Section  3617  of  PRM-11 
and  column  header  on  Worksheet  B-1.) 
We  note  that  “dollar  value”  in  the 
context  of  PRM-II,  Section  3617  means 
the  “cost  of  the  equipment”  rather  than 
“depreciation  expense  and  lease  costs” 
as  the  commenters  mentioned.  We  fully 
support  industry-led  hospital 
educational  initiatives  related  to  capital 
cost  finding,  including  direct 
assignment.  As  to  the  cost  finding,  the 
policies  in  PRM-I,  Section  2313  permit 
a  hospital  to  request  that  its  Medicare 
contractor  approve  a  different  allocation 
basis  than  the  CMS-recommended  basis 
if  the  use  of  the  basis  results  in  more 
appropriate  and  more  accurate 
allocations.  Hospitals  may  also  directly 
assign  the  capital-related  cost  if  such 
assignment  meets  all  the  criteria  of 
PRM-I,  Section  2307.  However,  we 
specify  in  PRM-I,  Section  2307.A  that, 
“Direct  assignment  of  cost  is  the  process 
of  assigning  directly  allocable  costs  of  a 
general  service  cost  center  (we  refer 
readers  to  Section  2302.9  of  PRM-I)  to 
all  cost  centers  receiving  service  from 
that  cost  center  based  upon  actual 
auditable  usage”  and  that,  “The  direct 
assignment  of  costs  must  be  made  as 
part  of  the  provider’s  accounting  system 
with  costs  recorded  in  the  ongoing 
normal  accounting  process.”  Therefore, 
these  policies  prohibit  a  hospital  from 
directly  assigning  moveable  equipment 
capital  or  building  and  fixture  costs  to, 
for  example,  only  a  CT  Scanning,  MRI, 
or  Radiology-Diagnostic  cost  center(s), 
and  allocating  those  moveable 
equipment  capital  or  building  and 
fixture  costs  applicable  to  all  the  other 
cost  centers  through  the  stepdown 
process.  We  note  that  these  policies  for 
allocating  moveable  equipment  and 


building  and  fixture  costs  not  only 
impact  the  accuracy  of  the  OPPS  cost 
estimates,  but  also  impact  the 
calculation  of  reimbursement  for 
hospitals  paid  under  cost 
reimbursement  (such  as  cancer  hospitals 
or  CAHs). 

2.  Calculation  of  Median  Costs 

In  this  section  of  this  final  rule  with 
comment  period,  we  discuss  the  use  of 
claims  to  calculate  the  final  OPPS 
payment  rates  for  CY  2009.  The  hospital 
OPPS  page  on  the  CMS  Web  site  on 
which  this  final  rule  with  comment 
period  is  posted  provides  an  accounting 
of  claims  used  in  the  development  of 
the  final  rates  at:  http:// 
www.cms.hhs.gov/ 

HospitalOutpatientPPS.  The  accounting 
of  claims  used  in  the  development  of 
this  final  rule  with  comment  period  is 
included  on  the  Web  site  under 
supplemental  materials  for  the  CY  2009 
final  rule  with  comment  period.  That 
accounting  provides  additional  detail 
regarding  the  number  of  claims  derived 
at  each  stage  of  the  process.  In  addition, 
below  we  discuss  the  files  of  claims  that 
comprise  the  data  sets  that  are  available 
for  purchase  under  a  CMS  data  user 
contract.  Our  CMS  Web  site,  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS,  includes 
information  about  purchasing  the 
following  two  OPPS  data  files:  “OPPS 
Limited  Data  Set”  and  “OPPS 
Identifiable  Data  Set.”  These  files  are 
available  for  the  claims  that  were  used 
to  calculate  the  final  payment  rates  for 
the  CY  2009  OPPS. 

As  proposed,  we  used  the  following 
methodology  to  establish  the  relative 
weights  used  in  calculating  the 
proposed  OPPS  payment  rates  for  CY 
2009  shown  in  Addenda  A  and  B  to  this 
final  rule  with  comment  period. 

a.  Claims  Preparation 

We  used  the  CY  2007  hospital 
outpatient  claims  processed  on  and 
before  June  30,  2008,  to  set  the  final 
relative  weights  for  CY  2009.  To  begin 
the  calculation  of  the  relative  weights 
for  CY  2009,  we  pulled  all  claims  for 
outpatient  services  furnished  in  CY 
2007  from  the  national  claims  history 
file.  This  is  not  the  population  of  claims 
paid  under  the  OPPS,  but  all  outpatient 
claims  (including,  for  example,  CAH 
claims  and  hospital  claims  for  clinical 
laboratory  services  for  persons  who  are 
neither  inpatients  nor  outpatients  of  the 
hospital). 

We  then  excluded  claims  with 
condition  codes  04,  20,  21,  and  77. 

These  are  claims  that  providers 
submitted  to  Medicare  knowing  that  no 
payment  would  be  made.  For  example. 
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providers  submit  claims  with  a 
condition  code  21  to  elicit  an  official 
denial  notice  from  Medicare  and 
document  that  a  service  is  not  covered. 
We  then  excluded  claims  for  services 
furnished  in  Maryland,  Guam,  the  U.S. 
Virgin  Islands,  American  Samoa,  and 
the  Northern  Mariana  Islands,  because 
hospitals  in  those  geographic  areas  are 
not  paid  under  the  OPPS. 

We  divided  the  remaining  claims  into 
the  three  groups  shown  below.  Groups 
2  and  3  comprise  the  107  million  claims 
that  contain  hospital  bill  types  paid 
under  the  OPPS. 

1.  Claims  that  were  not  bill  types  12X, 
13X  (hospital  bill  types),  or  76X  (CMHC 
bill  types).  Other  bill  types  are  not  paid 
under  the  OPPS  and,  therefore,  these 
claims  were  not  used  to  set  OPPS 
payment.  In  prior  years,  we  also  used 
claims  of  bill  type  14X  to  set  payment 
rates  under  the  OPPS.  However,  bill 
type  14X  ceased  to  be  used  to  report  any 
services  for  which  payment  is  made 
under  the  OPPS  effective  April  1,  2006. 
Therefore,  we  did  not  use  these  claims 
in  development  of  the  final  CY  2009 
OPPS  rates. 

2.  Claims  that  were  bill  types  12X  or 
13X  (hospital  bill  types).  These  claims 
are  hospital  outpatient  claims. 

3.  Claims  that  were  bill  type  76X 
(CMHC).  (These  claims  are  later 
combined  with  any  claims  in  item  2 
above  with  a  condition  code  41  to  set 
the  per  diem  partial  hospitalization  rate 
determined  through  a  separate  process.) 

For  the  CCR  calculation  process,  we 
used  the  same  general  approach  as  we 
used  in  developing  the  final  APC  rates 
for  CY  2007  using  the  revised  CCR 
calculation  which  excluded  the  costs  of 
paramedical  education  programs  and 
weighted  the  outpatient  charges  by  the 
volume  of  outpatient  services  furnished 
by  the  hospital.  We  refer  readers  to  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period  for  more  information 
(71  FR  67983  through  67985).  We  first 
limited  the  population  of  cost  reports  to 
only  those  for  hospitals  that  filed 
outpatient  claims  in  CY  2007  before 
determining  whether  the  CCRs  for  such 
hospitals  were  valid. 

We  then  calculated  the  CCRs  for  each 
cost  center  and  the  overall  CCR  for  each 
hospital  for  which  we  had  claims  data. 
We  did  this  using  hospital-specific  data 
from  the  HCRIS.  We  used  the  most 
recent  available  cost  report  data,  in  most 
cases,  cost  reports  beginning  in  CY 
2006.  As  proposed,  for  this  final  rule 
with  comment  period,  we  used  the  most 
recently  submitted  cost  reports  to 
calculate  the  CCRs  to  be  used  to 
calculate  median  costs  for  the  proposed 
CY  2009  OPPS  rates.  If  the  most  recent 
available  cost  report  was  submitted  but 


not  settled,  we  looked  at  the  last  settled 
cost  report  to  determine  the  ratio  of 
submitted  to  settled  cost  using  the 
overall  CCR,  and  we  then  adjusted  the 
most  recent  available  submitted  but  not 
settled  cost  report  using  that  ratio.  We 
calculated  both  an  overall  CCR  and  cost 
center-specific  CCRs  for  each  hospital. 
We  used  the  overall  CCR  calculation 
discussed  in  section  II.A.l.c.  of  this 
final  rule  with  comment  period  for  all 
purposes  that  require  use  of  an  overall 
CCR. 

We  then  flagged  CAH  claims,  which 
are  not  paid  under  the  OPPS,  and  claims 
from  hospitals  with  invalid  CCRs.  The 
latter  included  claims  from  hospitals 
without  a  CCR;  those  from  hospitals 
paid  an  all-inclusive  rate;  those  from 
hospitals  with  obviously  erroneous 
CCRs  (greater  than  90  or  less  than 
.0001):  and  those  from  hospitals  with 
overall  CCRs  that  were  identified  as 
outliers  (3  standard  deviations  from  the 
geometric  mean  after  removing  error 
CCRs).  In  addition,  we  trimmed  the 
CCRs  at  the  cost  center  (that  is, 
departmental)  level  by  removing  the 
CCRs  for  each  cost  center  as  outliers  if 
they  exceeded  +/  —  3  standard 
deviations  from  the  geometric  mean.  We 
used  a  four-tiered  hierarchy  of  cost 
center  CCRs,  the  revenue  code-to-cost 
center  crosswalk,  to  match  a  cost  center 
to  every  possible  revenue  code 
appearing  in  the  outpatient  claims  that 
is  relevant  to  OPPS  services,  with  the 
top  tier  being  the  most  common  cost 
center  and  the  last  tier  being  the  default 
CCR.  If  a  hospital’s  cost  center  CCR  was 
deleted  by  trimming,  we  set  the  CCR  for 
that  cost  center  to  “missing”  so  that 
another  cost  center  CCR  in  the  revenue 
center  hierarchy  could  apply.  If  no  other 
cost  center  CCR  could  apply  to  the 
revenue  code  on  the  claim,  we  used  the 
hospital’s  overall  CCR  for  the  revenue 
code  in  question.  For  example,  if  a  visit 
was  reported  under  the  clinic  revenue 
code,  but  the  hospital  did  not  have  a 
clinic  cost  center,  we  mapped  the 
hospital-specific  overall  CCR  to  the 
clinic  revenue  code.  The  revenue  code- 
to-cost  center  crosswalk  is  available  for 
inspection  and  comment  on  the  CMS 
Web  site:  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS.  Revenue  codes 
not  used  to  set  medians  or  to  model 
impacts  are  identified  with  an  “N”  in 
the  revenue  code-to-cost  center 
crosswalk.  We  note  that  as  discussed  in 
section  II.A.l.c.(l)  of  this  final  rule  with 
comment  period,  we  removed  cost 
center  3580  (Recreational  Therapy)  firom 
the  hierarchy  of  CCRs  for  revenue  code 
0904  (Activity  Therapy). 

We  then  converted  the  charges  to 
costs  on  each  claim  by  applying  the  CCR 
that  we  believed  was  best  suited  to  the 


revenue  code  indicated  on  the  line  with 
the  charge.  Table  2  of  the  CY  2009 
OPPS/ASC  proposed  rule  contained  a 
list  of  the  revenue  codes  we  proposed  to 
package.  Revenue  codes  not  included  in 
Table  2  were  those  not  allowed  under 
the  OPPS  because  their  services  could 
not  be  paid  under  the  OPPS  (for 
example,  inpatient  room  and  board 
charges),  and  thus  charges  with  those 
revenue  codes  were  not  packaged 
during  development  of  the  OPPS 
median  costs.  One  exception  to  this 
general  methodology  for  converting 
charges  to  costs  on  each  claim  is  the 
calculation  of  median  blood  costs,  as 
discussed  in  section  II.A.2.d.(2)  of  this 
final  rule  with  comment  period. 

Thus,  we  applied  CCRs  as  described 
above  to  claims  with  bill  type  12X  or 
13X,  excluding  all  claims  from  CAHs 
and  hospitals  in  Maryland,  Guam,  the 
U.S.  Virgin  Islands,  American  Samoa, 
and  the  Northern  Mariana  Islands  and 
claims  from  all  hospitals  for  which 
CCRs  were  flagged  as  invalid. 

We  identified  claims  with  condition 
code  41  as  partial  hospitalization 
services  of  hospitals  and  moved  them  to 
another  file.  These  claims  were 
combined  with  the  76X  claims 
identified  previously  to  calculate  the 
partial  hospitalization  per  diem  rate. 

We  then  excluded  claims  without  a 
HCPCS  code.  We  moved  to  another  file 
claims  that  contained  nothing  but 
influenza  and  pneumococcal 
pneumonia  (PPV)  vaccines.  Influenza 
and  PPV  vaccines  are  paid  at  reasonable 
cost  and,  therefore,  these  claims  are  not 
used  to  set  OPPS  rates.  We  note  that  the 
separate  file  containing  partial 
hospitalization  claims  is  included  in  the 
files  that  are  available  for  purchase  as 
discussed  above. 

We  next  copied  line-item  costs  for 
drugs,  blood,  and  brachytherapy  sources 
(the  lines  stay  on  the  claim,  but  are 
copied  onto  another  file)  to  a  separate 
file.  No  claims  were  deleted  when  we 
copied  these  lines  onto  another  file. 
These  line-items  are  used  to  calculate  a 
per  unit  mean  and  median  cost  and  a 
per  day  mean  and  median  cost  for 
drugs,  radiopharmaceutical  agents, 
blood  and  blood  products,  and 
brachytherapy  sources,  as  well  as  other 
information  used  to  set  payment  rates, 
such  as  a  unit-to-day  ratio  for  drugs. 

We  did  not  receive  any  public 
comments  on  our  CY  2009  proposal  to 
prepare  the  claims  to  be  split  into  usable 
groups  and,  therefore*  we  are  finalizing 
our  proposal  without  modification. 
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b.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Claims 

(1)  Splitting  Claims 

We  then  split  the  remaining  claims 
into  five  groups:  single  majors,  multiple 
majors,  single  minors,  multiple  minors, 
and  other  claims.  (Specific  definitions 
of  these  groups  follow  below.)  In  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41434),  we  proposed  to  continue  our 
current  policy  of  defining  major 
procedures  as  any  procedure  having  a 
status  indicator  of  “S,”  “T,”  “V,”  or 
“X;”  defining  minor  procedures  as  any 
code  having  a  status  indicator  of  “F,” 

“G  ”  -H  ..  -L  ..  <.R  ..  .<u,”  or  “N,” 
and  classifying  “other”  procedures  as 
any  code  having  a  status  indicator  other 
than  one  that  we  have  classified  as 
major  or  minor.  For  CY  2009,  we 
proposed  that  status  indicator  “R” 
would  be  assigned  to  blood  and  blood 
products;  status  indicator  “U”  would  be 
assigned  to  brachytherapy  sources; 
status  indicator  “Ql”  would  be  assigned 
to  all  “STVX-packaged  codes;”  status 
indicator  “Q2”  would  be  assigned  to  all 
“T-packaged  codes;”  and  status 
indicator  “Q3”  would  be  assigned  to  all 
codes  that  may  be  paid  through  a 
composite  APC  based  on  composite- 
specific  criteria  or  paid  separately 
through  single  code  APCs  when  the 
criteria  are  not  met.  The  codes  with 
proposed  status  indicators  “Ql,”  “Q2,” 
and  “Q3”  were  previously  assigned 
status  indicator  “Q”  for  the  CY  2008 
OPPS.  As  we  discuss  in  section  XIII.A.l. 
of  this  final  rule  with  comment  period, 
we  proposed  to  assign  these  new  status 
indicators  to  facilitate  identification  of 
the  different  categories  of  codes.  We 
proposed  to  treat  these  codes  in  the 
same  manner  for  data  purposes  for  CY 
2009  as  we  treated  them  for  CY  2008. 
Specifically,  we  proposed  to  continue  to 
evaluate  whether  the  criteria  for 
separate  payment  of  codes  with  status 
indicator  “Ql”  or  “Q2”  are  met  in 
determining  whether  they  are  treated  as 
major  or  minor  codes.  Codes  with  status 
indicator  “Ql”  or  “Q2”  are  carried 
through  the  data  either  with  status 
indicator  “N”  as  packaged  or,  if  they 
meet  the  criteria  for  separate  payment, 
they  are  given  the  status  indicator  of  the 
APC  to  which  they  are  assigned  and  are 
considered  as  “pseudo”  single  major 
codes.  Codes  assigned  status  indicator 
“Q3”  are  paid  under  individual  APCs 
unless  they  occur  in  the  combinations 
that  qualify  for  payment  as  composite 
APCs  and,  therefore,  they  carry  the 
status  indicator  of  the  individual  APC  to 
which  they  are  assigned  through  the 
data  process  and  are  treated  as  major 
codes  during  both  the  split  and 
“pseudo”  single  creation  process.  The 


calculation  of  the  median  costs  for 
composite  APCs  fi'om  multiple  major 
claims  is  discussed  in  section  n.A.2.e.  of 
this  final  rule  with  comment  period. 

Specifically,  we  divided  the 
remaining  claims  into  the  following  five 
groups: 

1.  Single  Major  Claims:  Claims  with  a 
single  separately  payable  procedure 
(that  is,  status  indicator  “S,”  “T,”  “V,” 
or  “X,”  which  includes  codes  with 
status  indicator  “Q3”);  claims  with  one 
unit  of  a  status  indicator  “Ql”  code 
(“STVX-packaged”)  where  there  was  no 
code  with  status  indicator  “S,”  “T,” 

“V,”  or  “X”  on  the  same  claim  on  the 
same  date;  or  claims  with  one  unit  of  a 
status  indicator  “Q2”  code  (“T- 
packaged”)  where  there  was  no  code 
with  a  status  indicator  “T”  on  the  same 
claim  on  the  same  date. 

2.  Multiple  Major  Claims:  Claims  with 
more  than  one  separately  payable 
procedure  (that  is,  status  indicator  “S,” 
“T,”  “V,”  or  “X,”  which  includes  codes 
with  status  indicator  “Q3”),  or  multiple 
units  of  one  payable  procedure.  These 
claims  include  those  codes  with  a  status 
indicator  “Q2”  code  (“T-packaged”) 
where  there  was  no  procedure  with  a 
status  indicator  “T”  on  the  same  claim 
on  the  same  date  of  service  but  where 
there  was  another  separately  paid 
procedure  on  the  same  claim  with  the 
same  date  of  service  (that  is,  another 
code  with  status  indicator  “S,”  “V,”  or 
“X”).  We  also  include  in  this  set  claims 
that  contained  one  unit  of  one  code 
when  the  bilateral  modifier  was 
appended  to  the  code  and  the  code  was 
conditionally  or  independently 
bilateral.  In  these  cases,  the  claims 
represented  more  than  one  unit  of  the 
service  described  by  the  code, 
notwithstanding  that  only  one  unit  was 
billed. 

3.  Single  Minor  Claims:  Claims  with  a 
single  HCPCS  code  that  was  assigned 
status  indicator  “F,”  “G,”  “H,”  “K,” 

“L,”  “R,”  “U,”  or  “N”  and  not  status 
indicator  “Ql”  (“STVX-packaged”)  or 
status  indicator  “Q2”  (“T-packaged”) 
code. 

4.  Multiple  Minor  Claims:  Claims  with 
multiple  HCPCS  codes  that  are  assigned 
status  indicator  “F,”  “G,”  “H,”  “K,” 

“L,”  “R,”  “U,”  or  “N;”  claims  that 
contain  more  than  one  code  with  status 
indicator  “Ql”  (“STVX-packaged”)  or 
more  than  one  unit  of  a  code  with  status 
indicator  “Ql”  but  no  codes  with  status 
indicator  “S,”  “T,”  “V,”  or  “X”  on  the 
same  date  of  service;  or  claims  that 
contain  more  than  one  code  with  status 
indicator  “Q2”  (“T-packaged”),  or  “Q2” 
and  “QIk”  or  more  than  one  unit  of  a 
code  with  status  indicator  “Q2”  but  no 
code  with  status  indicator  “T”  on  the 
same  date  of  service. 


5.  Non-OPPS  Claims:  Claims  that 
contain  no  services  payable  under  the 
OPPS  (that  is,  all  status  indicators  other 
than  those  listed  for  major  or  minor 
status).  These  claims  were  excluded 
from  the  files  used  for  the  OPPS.  Non-  ‘ 
OPPS  claims  have  codes  paid  under 
other  fee  schedules,  for  example, 
durable  medical  equipment  or  clinical 
laboratory  tests,  and  do  not  contain 
either  a  code  for  a  separately  paid  OPPS 
service  or  a  code  for  a  packaged  service. 
Non-OPPS  claims  include  claims  for 
therapy  services  paid  sometimes  under 
the  OPPS  but  billed,  in  these  non-OPPS 
cases,  with  revenue  codes  indicating 
that  the  therapy  services  would  be  paid 
under  the  Medicare  Physician  Fee 
Schedule  (MPFS). 

The  claims  listed  in  numbers  1,  2,  3, 
and  4  above  are  included  in  the  data 
files  that  can  be  purchased  as  described 
above.  Claims  that  contain  codes  to 
which  we  have  assigned  status 
indicators  “Ql”  (“STVX-packaged”) 
and  “Q2”  (“T-packaged”)  appear  in  the 
data  for  the  single  major  file,  the 
multiple  major  file,  cmd  the  multiple 
minor  file  used  in  this  final  rule  with 
comment  period.  Claims  that  contain 
codes  to  which  we  have  assigned  status 
indicator  “Q3”  (composite  APC 
members)  appear  in  both  the  data  of  the 
single  and  multiple  major  files  used  in 
this  final  rule  with  comment  period, 
depending  on  the  specific  composite 
calculation. 

Comment:  One  commenter  asked  that 
CMS  make  the  preliminary  packaging 
and  composite  data  available  to  the 
public  for  review  as  soon  as  possible.  In 
addition,  several  commenters  requested 
that  CMS  make  packaging  data  available 
to  the  public,  including  utilization  rates 
and  median  costs  for  packaged  services, 
and  general  payment  calculations,  to 
allow  more  transparency  in  the  OPPS 
ratesetting  process. 

Response:  We  make  available  a 
considerable  amount  of  data  for  public 
analysis  each  year  and,  while  we  are  not 
developing  and  providing  to  the  public 
the  extensively  detailed  information 
that  commenters  requested,  we  provide 
the  public  use  files  of  claims  and  a 
detailed  narrative  description  of  our 
data  process  that  the  public  can  use  to 
perform  any  desired  analyses.  In 
addition,  we  believe  that  the 
commenters  must  examine  the  data 
themselves  to  develop  the  specific 
arguments  to  support  their  requests  for 
changes  to  payments  under  the  OPPS.  In 
fact,  several  commSnters  submitted 
detailed  analyses  of  how  often  certain 
packaged  services  were  provided  with 
specific  independent  services,  and  the 
amount  by  which  packaged  costs 
contribute  to  the  payment  rate  for  the 
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independent  service.  We  understand 
that  the  OPPS  is  a  complex  payment 
system  and  that  it  is  impossible  to  easily 
determine  the  quantitative  amount  of 
packaged  costs  present  in  the  median 
cost  for  every  independent  service. 
However,  based  on  the  complex  and 
detailed  comments  that  we  received, 
commenters  are  clearly  able  to  perform 
meaningful  analyses  based  on  the  public 
claims  data  available  at  this  time. 

After  consideration  of  the  public 
comments  received  on  our  proposed 
process  of  organizing  claims  by  type,  we 
are  finalizing  our  CY  2009  proposal, 
without  modification. 

(2)  Creation  of  “Pseudo”  Single  Claims 

As  proposed,  to  develop  “pseudo” 
single  claims  for  this  final  rule  with 
comment  period,  we  examined  both  the 
multiple  major  claims  and  the  multiple 
minor  claims.  We  first  examined  the 
multiple  major  claims  for  dates  of 
service  to  determine  if  we  could  break 
them  into  “pseudo”  single  procedure 
claims  using  the  dates  of  service  for  all 
lines  on  the  claim.  If  we  could  create 
claims  with  single  major  procedures  by 
using  dates  of  service,  we  created  a 
single  procedure  claim  record  for  each 
separately  paid  procedure  on  a  different 
date  of  service  (that  is,  a  “pseudo” 
single). 

We  also  used  the  bypass  codes  listed 
earlier  in  Table  1  and  discussed  in 
section  II.A.l.b.  of  this  final  rule  with 
comment  period  to  remove  separately 
payable  procedures  that  we  determined 
contained  limited  or  no  packaged  costs 
or  that  were  otherwise  suitable  for 
inclusion  on  the  bypass  list  firom  a 
multiple  procedure  bill.  When  one  of 
the  two  separately  payable  procedures 
on  a  multiple  procedure  claim  was  on 
the  bypass  list,  we  split  the  claim  into 
two  “pseudo”  single  procedure  claim 
records.  The  single  procedure  claim 
record  that  contained  the  bypass  code 
did  not  retain  packaged  services.  The 
single  procedure  claim  record  that 
contained  the  other  separately  payable 
procedure  (but  no  bypass  code)  retained 
the  packaged  revenue  code  charges  and 
the  packaged  HCPCS  code  charges.  We 
also  removed  lines  that  contained 
multiple  units  of  codes  on  the  bypass 
list  and  treated  them  as  “pseudo”  single 
claims  by  dividing  the  cost  for  the 
multiple  units  by  the  number  of  units 
on  the  line.  Where  one  unit  of  a  single, 
separately  paid  procedure  code 
remained  on  the  claim  after  removal  of 
the  multiple  units  of  the  bypass  code, 
we  created  a  “pseudo”  single  claim 
from  that  residual  claim  record,  which 
retained  the  costs  of  packaged  revenue 
codes  and  packaged  HCPCS  codes.  This 
enabled  us  to  use  claims  that  would 


otherwise  be  multiple  procedure  claims 
and  could  not  be  used. 

Where  only  one  unit  of  one  of  an 
“overlap  bypass  code”  appeared  on  a 
claim  with  only  one  unit  of  another 
separately  paid  code,  for  the  CY  2009 
OPPS/ASC  proposed  rule  we  used  the 
line-item  cost  of  the  “overlap  bypass 
code”  to  create  a  “pseudo”  single 
procedure  claim  for  the  “overlap  bypass 
code”  but  did  not  use  the  remaining 
costs  on  the  claim  for  the  other 
separately  paid  procedure. 

Comment:  Several  commenters  urged 
CMS  to  use  as  much  claims  data  as 
possible  to  set  the  CY  2009  OPPS 
median  costs. 

Response:  We  agree  that  it  is 
preferable  to  use  as  much  claims  data  as 
possible  to  maximize  the  extent  to 
which  the  median  costs  for  any  given 
service  or  APC  accurately  reflect  the 
relative  costs  of  the  services.  Although 
as  discussed  in  section  II.A.l.b.  of  this 
final  rule  with  comment  period,  the 
removal  of  radiation  oncology  codes 
that  did  not  pass  the  empirical  criteria 
from  the  bypass  list  for  this  final  rule 
with  comment  period  resulted  in  a 
smaller  number  of  “pseudo”  single 
claims,  we  were  able  to  revise  our 
treatment  of  the  “overlap  bypass  codes” 
to  enable  us  to  use  the  claims  data  that 
remained  on  the  claim  after  removal  of 
the  line-item  cost  for  the  bypass  code 
when  only  one  unit  of  one  separately 
paid  code  remained  on  the  claim.  We 
refer  readers  to  section  II.A.l.b.  of  this 
final  rule  with  comment  period  for 
further  discussion  of  this  change. 

For  this  final  rule  with  comment 
period,  we  created  “pseudo”  single 
claims  from  the  remaining  information 
on  these  claims.  We  assessed  the  claim 
to  determine  if,  after  removal  of  all  lines 
for  bypass  codes,  including  the  “overlap 
bypass  codes,”  a  single  unit  of  a  single 
separately  paid  code  remained  on  the 
claim.  If  so,  we  attributed  the  packaged 
costs  on  the  claim  to  the  single  unit  of 
the  single  remaining  separately  paid 
code  other  than  the  bypass  code  to 
create  a  “pseudo”  single  claim.  This 
allowed  us  to  use  more  claims  data  for 
ratesetting  purposes  for  this  final  rule 
with  comment  period. 

We  also  examined  the  multiple  minor 
claims  to  determine  whether  we  could 
create  “pseudo”  single  procedure 
claims.  Specifically,  where  the  claim 
contained  multiple  codes  with  status 
indicator  “Ql”  (“STVX-packaged”)  on 
the  same  date  of  service  or  contained 
multiple  units  of  a  single  code  with 
status  indicator  “Ql,”  we  selected  the 
status  indicator  “Ql”  HCPCS  code  that 
had  the  highest  CY  2008  relative  weight, 
moved  the  units  to  one  on  that  HCPCS 
code,  and  packaged  all  costs  for  other 


codes  with  status  indicator  “Ql,”  as 
well  as  all  other  packaged  HCPCS  code 
and  packaged  revenue  code  costs,  into 
a  total  single  cost  for  the  claim  to  create 
a  “pseudo”  single  claim  for  the  selected 
code.  We  changed  the  status  indicator 
for  selected  codes  from  the  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected 
procedure  was  assigned  for  further  data 
processing  and  considered  this  claim  as 
a  major  procedure  claim.  We  used  this 
claim  in  the  calculation  of  the  APC 
median  cost  for  thd  status  indicator 
“Ql”  HCPCS  code. 

Similarly,  where  a  multiple  minor 
claim  contained  multiple  codes  with 
status  indicator  “Q2”  (“T-packaged”)  or 
multiple  units  of  a  single  code  with 
status  indicator  “Q2,”  we  selected  the 
status  indicator  “Q2”  HCPCS  code  that 
had  the  highest  CY  2008  relative  weight, 
moved  the  units  to  one  on  that  HCPCS 
code,  and  packaged  all  costs  for  other 
codes  with  status  indicator  “Q2,”  as 
well  as  all  other  packaged  HCPCS  code 
and  packaged  revenue  code  costs  into  a 
total  single  cost  for  the  claim  to  create 
a  “pseudo”  single  claim  for  the  selected 
code.  We  changed  the  status  indicator 
for  the  selected  code  from  a  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected  code 
was  assigned,  and  we  considered  this 
claim  as  a  major  procedure  claim. 

Lastly,  where  a  multiple  minor  claim 
contained  multiple  codes  with  status 
indicator  “Q2”  (“T-packaged”)  and 
status  indicator  “Ql”  (“STVX- 
packaged”),  we  selected  the  status 
indicator  “Q2”  HCPCS  code  (“T- 
packaged”)  that  had  the  highest  relative 
weight  for  CY  2008,  moved  the  units  to 
one  on  that  HCPCS  code,  and  packaged 
all  costs  for  other  codes  with  status 
indicator  “Q2,”  costs  of  all  codes  with 
status  indicator  “Ql”  (“STVX- 
packaged”),  and  other  packaged  HCPCS 
code  and  packaged  revenue  code  costs 
into  a  total  single  cost  for  the  claim  to 
create  a  “pseudo”  single  claim  for  the 
selected  (“T-packaged”)  code.  We  favor 
status  indicator  “Q2”  over  “Ql”  HCPCS 
codes  because  “Q2”  HCPCS  codes  have 
higher  CY  2008  relative  weights.  If  a 
status  indicator  “Ql”  HCPCS  code  had 
a  higher  CY  2008  relative  weight,  it 
would  become  the  primary  code  for  the 
simulated  single  bill  process.  We 
changed  the  status  indicator  for  the 
selected  status  indicator  “Q2”  (“T- 
packaged”)  code  ft-om  a  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the. APC  to  which  the  selected  code 
was  assigned  and  we  considered  this 
claim  as  a  major  procedure  claim. 

After  we  assessed  the  conditional 
packaging  of  HCPCS  codes  with  ' 
proposed  status  indicators  “Ql”  and 
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“Q2,”  we  then  assessed  the  claims  to 
determine  if  the  criteria  for  the  multiple 
imaging  composite  APCs,  discussed  in 
section  II.A.2.e.(5)  of  this  final  rule  with 
comment  period,  were  met.  Where  the 
criteria  for  the  imaging  composite  APCs 
were  met,  we  created  a  “single  session” 
claim  for  the  applicable  imaging 
composite  ser\dce  and  determined 
whether  we  could  use  the  claim  in 
ratesetting.  For  HCPCS  codes  that  are 
both  conditionally  packaged  and  are 
members  of  a  multiple  imaging 
composite  APC,  we  first  assessed 
whether  the  code  would  be  packaged 
and  if  so,  the  code  ceased  to  be  available 
for  further  assessment  as  part  of  the 
composite  APC.  Because  the  packaged 
code  would  not  be  a  separately  payable 
procedure,  we  considered  it  to  be 
unavailable  for  use  in  setting  the 
composite  APC  median  cost. 

We  excluded  those  claims  that  we 
were  not  able  to  convert  to  single  claims 
even  after  applying  all  of  the  techniques 
for  creation  of  “pseudo”  singles  to 
multiple  majors  and  to  multiple  minors. 
As  has  been  our  practice  in  recent  years, 
we  also  excluded  claims  that  contained 
codes  that  were  viewed  as 
independently  or  conditionally  bilateral 
and  that  contained  the  bilateral  modifier 
(Modifier  50  (Bilateral  procedure)) 
because  the  line-item  cost  for  the  code 
represented  the  cost  of  two  units  of  the 
procedure,  notwithstanding  that  the 
code  appeared  with  a  unit  of  one. 

Comment:  One  commenter  suggested 
that  the  handling  of  status  indicator 
“Ql”  (“STVX-packaged”)  and  “Q2” 
(“T-packaged”)  conditionally  packaged 
codes  at  the  beginning  of  the  ratesetting 
process  rather  than  in  later  stages 
packaged  more  lines  than  were 
necessary  or  appropriate.  The 
commenter  suggested  that  applying  the 
packaging  determination  of  the 
conditionally  packaged  code  in  later 
stages  would  allow  lines  that  would 
otherwise  be  packaged  to  be  used  for 
ratesetting. 

Response:  The  purposes  of  the  various 
methods  through  which  we  develop 
“pseudo”  single  claims  is  to  isolate  the 
resource  cost  of  a  service  in  situations 
where  that  otherwise  might  not  be 


possible.  In  the  case  of  the  status 
indicator  “Ql”  and  “Q2”  conditionally 
packaged  codes,  we  only  used  lines  that 
would  actually  be  paid  separately  under 
the  final  CY  2009  payment  policies  in 
estimating  median  costs  in  order  to 
accurately  estimate  the  costs  of  these 
services  when  they  would  be  separately 
payable.  The  commenter’s  suggested 
methodology  would  result  in  our 
incorporation  of  lines  that  would  be 
packaged  when  processed  through  the  1/ 
OCE,  which  we  believe  to  be 
inappropriate  in  the  “pseudo”  single 
claim  development  process  that  we  use 
to  estimate  the  costs  of  services  that 
would  be  separately  payable. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  for  the  process  by  which 
we  develop  “pseudo”  single  claims,  for 
this  final  rule  with  comment  period. 

c.  Completion  of  Claim  Records  and 
Median  Cost  Calculations 

We  then  packaged  the  costs  of 
packaged  HCPCS  codes  (codes  with 
status  indicator  “N”  listed  in 
Addendum  B  to  this  final  rule  with 
comment  period,  the  costs  of  those  lines 
for  codes  with  status  indicator  “Ql”  or 
“Q2”  when  they  are  not  separately 
paid),  and  the  costs  of  packaged  revenue 
codes  into  the  cost  of  the  single  major 
procedure  remaining  on  the  claim. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66606),  for  the  CY  2008  OPPS,  we 
adopted  an  APC  Panel  recommendation 
that  requires  CMS  to  review  the  final  list 
of  packaged  revenue  codes  for 
consistency  with  OPPS  policy  and 
ensure  that  future  versions  of  the  I/OCE 
edit  accordingly.  We  compared  the 
packaged  revenue  codes  in  the  I/OCE  to 
the  final  list  of  packaged  revenue  codes 
for  the  CY  2008  OPPS  (72  FR  66608 
through  66609)  and  that  we  used  for 
packaging  costs  in  median  calculation. 
As  a  result  of  that  analysis,  we  used  the 
packaged  revenue  codes  for  CY  2009 
that  are  displayed  in  Table  2  below.  We 
received  no  public  comments  on  the 
revenue  codes  that  we  proposed  to 
package  for  CY  2009  and,  therefore,  we 


are  finalizing  the  list  of  packaged 
revenue  codes  as  proposed,  without 
modification,  as  shown  in  Table  2 
below. 

In  this  final  rule  with  comment 
period,  we  replaced  the  NUBC  standard 
abbreviations  for  the  revenue  codes 
listed  in  Table  2  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  with  the  most 
current  NUBC  description  of  the 
revenue  code  categories  and 
subcategories  to  better  articulate  the 
meanings  of  the  revenue  codes. 
However,  while  the  labeling  for  the 
packaged  revenue  codes  changed,  the 
list  of  revenue  codes  shown  in  Table  2 
has  not  changed  from  the  revenue  codes 
that  we  proposed  to  package  for  CY 
2009  as  displayed  in  Table  2  of  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41436  through  41437)  and  which  we  are 
finalizing  for  the  CY  2009  OPPS.  In  the 
course  of  making  the  changes  in  labeling 
for  the  revenue  codes  in  Table  2,  we 
noticed  some  changes  to  revenue 
categories  and  subcategories  that  we 
believe  warrant  further  review  for  future 
OPPS  updates.  Although  we  are 
finalizing  the  list  of  packaged  revenue 
codes  in  Table  2  for  CY  2009,  we  intend 
to  assess  the  NUBC  revenue  codes  to 
determine  whether  any  changes  to  the 
list  of  packaged  revenue  codes  should 
be  proposed  for  the  CY  2010  OPPS.  We 
welcome  public  input  and  discussion 
during  the  comment  period  of  this  final 
rule  with  comment  period  on  the 
packaged  revenue  codes  listed  in  Table 
2,  for  purposes  of  assisting  us  in  this 
assessment  of  revenue  codes.  When 
submitting  comments,  commenters 
should  remember  that  the  OPPS  pays 
not  only  for  services  furnished  to 
hospital  outpatients  but  also  pays  for  a 
limited  set  of  services  furnished  to 
inpatients  who  do  not  have  Part  A 
coverage  of  hospital  services  furnished 
on  the  date  on  which  the  service  is 
furnished.  Payment  under  the  OPPS  for 
these  services,  which  are  reported  on 
12X  bill  types,  may  lead  to  the 
appropriate  packaging  of  some  costs 
reported  on  inpatient  revenue  codes  for 
purposes  of  the  OPPS  ratesetting. 


Table  2 — CY  2009  Packaged  Revenue  Codes 


Revenue 

code 

0250  . 

Pharmacy;  General  Classification. 

0251  . 

Pharmacy;  Generic  Drugs. 

0252  . 

Pharmacy;  Non-Generic  Drugs. 

0254  . 

Pharmacy;  Dmgs  Incident  to  Other  Diagnostic  Services. 

0255  . 

Pharmacy;  Dmgs  Incident  to  Radiology. 

0257  . 

Pharmacy;  Non-Prescription. 

0258  . 

Pharmacy;  IV  Solutions. 

0259  . 

Pharmacy;  Other  Pharmacy. 

Description 


I 
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Table  2— CY  2009  Packaged  Revenue  Codes— Continued 


Revenue 

code 


Description 


0260 

0262 

0263 

0264 

0269 

0270 

0271 

0272 

0273 

0275 

0276 

0278 

0279 

0280 

0289 

0343 

0344 

0370 

0371 

0372 

0379 

0390 

0399 

0560 

0569 

0621 

0622 

0624 

0630 

0631 

0632 

0633 

0681 

0682 

0683 

0684 

0689 

0700 

0709 

0710 

0719 

0720 

0721 

0732 

0762 

0801 

0802 

0803 

0804 

0809 

0810 

0819 

0821 

0824 

0825 

0829 

0942 


IV  Therapy;  General  Classification. 

I  IV  Therapy;  IV  Therapy/Pharmacy  Svcs. 

I  IV  Therapy;  IV  Therapy/Drug/Supply  Delivery. 

I  IV  Therapy;  IV  Therapy/Supplies. 

!  IV  Therapy;  Other  IV  Therapy. 

I  Medical/Surgical  Supplies  and  Devices;  General  Classification. 

Medical/Surgical  Supplies  and  Devices;  Non-sterile  Supply. 

Medical/Surgical  Supplies  and  Devices;  Sterile  Supply. 

Medical/Surgical  Supplies  and  Devices;  Take  Home  Supplies. 

Medical/Surgical  Supplies  and  Devices;  Pacemaker. 

Medical/Surgical  Supplies  and  Devices;  Intraocular  Lens. 

Medical/Surgical  Supplies  and  Devices;  Other  Implants. 

Medical/Surgical  Supplies  and  Devices;  Other  Supplies/Devices. 

Oncology;  General  Classification. 

Oncology;  Other  Oncology. 

Nuclear  Medicine;  Diagnostic  Radiopharmaceuticals. 

Nuclear  Medicine;  Therapeutic  Radiopharmaceuticals. 
i  Anesthesia;  General  Classification. 

I  Anesthesia;  Anesthesia  Incident  to  Radiology. 

I  Anesthesia;  Anesthesia  Incident  to  Other  DX  Services, 
j  Anesthesia;  Other  Anesthesia. 

I  Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  General  Classification. 
Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  Other  Blood  Handling. 
Home  Health  (HH) — Medical  Social  Services;  General  Classification. 

Home  Health  (HH) — Medical  Social  Services;  Other  Med.  Social  Service. 

Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Radiology. 

Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Other  DX  Services. 

Medical  Surgical  Supplies — Extension  of  027X;  FDA  Investigational  Devices. 

Pharmacy — Extension  of  025X;  Reserved. 

Pharmacy — Extension  of  025X;  Single  Source  Drug. 

Pharmacy — Extension  of  025X;  Multiple  Source  Drug. 

Pharmacy — Extension  of  025X;  Restrictive  Prescription. 

Trauma  Response;  Level  I  Trauma. 

Trauma  Response;  Level  II  Trauma. 

Trauma  Response;  Level  III  Trauma. 

Trauma  Response;  Level  IV  Trauma. 

Trauma  Response;  Other. 

Cast  Room;  General  Classification. 

Cast  Room;  Reserved. 

Recovery  Room;  General  Classification. 

Recovery  Room;  Reserved. 

Labor  Room/Delivery;  General  Classification. 

Labor  Room/Delivery;  Labor. 

EKG/ECG  (Electrocardiogram);  Telemetry. 

Specialty  Room — Treatment/Observation  Room;  Observation  Room. 

Inpatient  Renal  Dialysis;  Inpatient  Hemodialysis. 

Inpatient  Renal  Dialysis;  Inpatient  Peritoneal  Dialysis  (Non-CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Ambulatory  Peritoneal  Dialysis  (CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Cycling  Peritoneal  Dialysis  (CCPD). 

Inpatient  Renal  Dialysis;  Other  Inpatient  Dialysis. 

Acquisition  of  Body  Components;  General  Classification. 

Inpatient  Renal  Dialysis;  Other  Donor. 

Hemodialysis-Outpatient  or  Home;  Hemodialysis  Composite  or  Other  Rate. 
Hemodialysis-Outpatient  or  Home;  Maintenance — 100%. 

Hemodialysis-Outpatient  or  Home;  Support  Services. 

Hemodialysis-Outpatient  or  Home;  Other  OP  Hemodialysis. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094x);  Education/Training. 


In  addition,  we  excluded  (1)  claims 
that  had  zero  costs  after  summing  all 
costs  on  the  claim  and  (2)  claims 
containing  packaging  flag  number  3. 
Effective  for  services  furnished  on  or 
after  July  1,  2004,  the  I/OCE  assigned 
packaging  flag  number  3  to  claims  on 
which  hospitals  submitted  token 
charges  for  a  service  with  status 
indicator  “S”  or  “T”  (a  major  separately 


paid  service  under  the  OPPS)  for  which 
the  fiscal  intermediary  or  MAC  was 
required  to  allocate  the  sum  of  charges 
for  services  with  a  status  indicator 
equaling  “S”  or  “T”  based  on  the  weight 
of  the  APC  to  which  each  code  was 
assigned.  We  do  not  believe  that  these 
charges,  which  were  token  charges  as 
submitted  by  the  hospital,  are  valid 
reflections  of  hospital  resources. 


Therefore,  we  deleted  these  claims.  We 
also  deleted  claims  for  which  the 
charges  equaled  the  revenue  center 
payment  (that  is,  the  Medicare  payment) 
on  the  assumption  that  where  the  charge 
equaled  the  payment,  to  apply  a  CCR  to 
the  charge  would  not  yield  a  valid 
estimate  of  relative  provider  cost. 

For  the  remaining  claims,  we  then 
standardized  60  percent  of  the  costs  of 
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the  claim  (which  we  have  previously 
determined  to  be  the  labor-related 
portion)  for  geographic  differences  in 
labor  input  costs.  We  made  this 
adjustment  by  determining  the  wage 
index  that  applied  to  the  hospital  that 
furnished  the  service  and  dividing  the 
cost  for  the  separately  paid  HCPCS  code 
furnished  by  the  hospital  by  that  wage 
index.  As  has  been  our  policy  since  the 
inception  of  the  OPPS,  we  proposed  to 
use  the  pre-reclassified  wage  indices  for 
standardization  because  we  believe  that 
they  better  reflect  the  true  costs  of  items 
and  services  in  the  area  in  which  the 
hospital  is  located  than  the  post¬ 
reclassification  wage  indices  and, 
therefore,  would  result  in  the  most 
accurate  unadjusted  median  costs. 

We  also  excluded  claims  that  were 
outside  3  standard  deviations  from  the 
geometric  mean  of  units  for  each  HCPCS 
code  on  the  bypass  list  (because,  as 
discussed  above,  we  used  claims  that 
contain  multiple  units  of  the  bypass 
codes). 

After  removing  claims  for  hospitals 
with  error  CCRs,  claims  without  HCPCS 
codes,  claims  for  immunizations  not 
covered  under  the  OPPS,  and  claims  for 
services  not  paid  under  the  OPPS, 
approximately  58  million  claims  were 
left  for  this  final  rule  with  comment 
period.  Using  these  58  million  claims, 
we  created  approximately  99  million 
single  and  “pseudo”  single  claims,  of 
which  we  used  99  million  single  bills 
(after  trimming  out  approximately 
617,000  claims  as  discussed  above  in 
this  section)  in  the  final  CY  2009 
median  development  and  ratesetting. 

We  used  the  remaining  claims  to 
calculate  the  final  CY  2009  median  costs 
for  each  separately  payable  HCPCS  code 
and  each  APC.  The  comparison  of 
HCPCS  code-specific  and  APC  medians 
determines  the  applicability  of  the  2 
times  rule.  Section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  (or  mean  cost,  if  elected  by  the 
Secretary)  for  an  item  or  service  in  the 
group  is  more  than  2  times  greater  than 
the  lowest  median  cost  for  an  item  or 
service  within  the  same  group  (the  2 
times  rule).  Finally,  we  reviewed  the 
median  costs  and  public  comments 
received  on  the  CY  2009  OPPS/ASC 
proposed  rule  and  reassigned  HCPCS 
codes  to  different  APCs  where  we 
believed  that  it  was  appropriate.  Section 
III.  of  this  final  rule  with  comment 
period  includes  a  discussion  of  certain 
HCPCS  code  assignment  changes  that 
resulted  from  examination  of  the 
median  costs,  review  of  the  public 


comments,  and  for  other  reasons.  The 
APC  medians  were  recalculated  after  we 
reassigned  the  affected  HCPCS  codes. 
Both  the  HCPCS  code-specific  medians 
and  the  APC  medians  were  weighted  to 
account  for  the  inclusion  of  multiple 
units  of  the  bypass  codes  in  the  creation 
of  “pseudo”  single  bills. 

Comment:  Several  commenters 
objected  to  the  volatility  of  the  OPPS 
rates  from  year  to  year.  These 
commenters  asserted  that  the  absence  of 
stability  in  the  OPPS  rates  creates 
budgeting,  planning,  and  operating 
problems  for  hospitals,  and  that  as  more 
care  is  provided  on  an  outpatient,  rather 
than  inpatient  basis,  the  need  for  stable 
payment  rates  from  one  year  to  the  next 
becomes  more  important  to  hospitals. 
Some  commenters  suggested  that  we 
limit  reductions  in  APC  payments  to  a 
set  amount.  One  commenter  suggested 
that  we  reexamine  the  billing  system. 

Response:  There  are  a  number  of 
factors  pertinent  to  the  OPPS  that  may 
cause  median  costs  to  change  from  one 
year  to  the  next.  Some  of  these  are  a 
reflection  of  hospital  behavior,  and 
some  of  them  are  a  reflection  of 
fundamental  characteristics  of  the  OPPS 
as  defined  in  statute.  For  example,  the 
OPPS  payment  rates  are  based  on 
hospital  cost  report  and  claims  data. 
However,  hospital  costs  and  charges 
change  each  year  and  this  results  in 
both  changes  to  the  CCRs  taken  from  the 
most  currently  available  cost  reports 
and  also  differences  in  the  charges  on 
the  claims  that  are  the  basis  of  the 
calculation  of  the  median  costs  on 
which  OPPS  rates  are  based.  Similarly, 
hospitals  adjust  their  mix  of  services 
from  year  to  year  by  offering  new 
services  and  ceasing  to  furnish  services 
or  changing  the  proportion  of  the 
various  services  they  furnish,  which  has 
an  impact  on  the  CCRs  that  we  derive 
from  their  cost  reports.  CMS  cannot 
stabilize  these  hospital-driven 
fundamental  inputs  to  the  calculation  of 
OPPS  payment  rates. 

Moreover,  there  are  other  essential 
elements  of  the  OPPS  which  contribute 
to  the  changes  in  relative  weights  each 
year.  These  include,  but  are  not  limited 
to,  reassignments  of  HCPCS  codes  to 
APCs  to  rectify  2  times  violations  as 
required  by  the  law,  to  address  the  costs 
of  new  services,  to  address  differences 
in  hospitals’  costs  that  may  result  from 
changes  in  medical  practice,  and  to 
respond  to  public  comments.  Our  efforts 
to  improve  payment  accuracy  may  also 
contribute  to  payment  volatility  in  the 
short  run,  as  may  be  the  case  when  we 
are  eventually  able  to  use  more  specific 
CCRs  to  estimate  the  costs  of 
implantable  devices,  based  on  the  final 
policy  that  we  adopted  to  disaggregate 


the  single  cost  center  for  medical 
supplies  into  two  more  specific  cost 
centers,  as  described  in  the  FY  2009 
IPPS  final  rule  (73  FR  48458  through 
48467).  Moreover,  for  some  services,  we 
cannot  avoid  using  small  numbers  of 
claims,  either  because  the  volume  of 
services  is  naturally  low  or  because  the 
claims  data  do  not  facilitate  the 
calculation  of  a  median  cost  for  a  single 
service.  Where  there  are  small  numbers 
of  claims  that  are  used  in  median 
calculation,  there  is  more  volatility  in 
the  median  cost  from  one  year  to  the 
next.  Lastly,  changes  to  OPPS  payment 
policy  (for  example,  changes  to 
packaging)  also  contribute  to  some 
extent  to  the  fluctuations  in  the  OPPS 
payment  rates  for  the  same  services 
from  year  to  year. 

We  cannot  avoid  the  naturally 
occurring  volatility  in  the  cost  report 
and  claims  data  that  hospitals  submit 
and  on  which  the  payment  rates  are 
based.  Moreover  (with  limited 
exceptions),  we  are  required  by  law  to 
reassign  HCPCS  codes  to  APCs  where  it 
is  necess^  to  avoid  2  times  violations. 
However,  we  have  made  other  changes 
to  resolve  some  of  the  other  potential 
reasons  for  instability  from^year  to  year. 
Specifically,  we  continue  to  seek  ways 
to  use  more  claims  data  so  that  we  have 
fewer  APCs  for  which  there  are  small 
numbers  of  single  bills  used  to  set  the 
APC  median  costs.  Moreover,  we  have 
tried  to  eliminate  APCs  with  very  small 
numbers  of  single  bills  where  we  could 
do  so.  We  recognize  that  changes  to 
payment  policies,  such  as  the  packaging 
of  payment  for  ancillary  and  supportive 
services  and  the  implementation  of 
composite  APCs,  may  contribute  to 
volatility  in  payment  rates  in  the  short 
term,  but  we  believe  that  larger  payment 
packages  and  bundles  should  help  to 
stabilize  payments  in  future  years  by 
enabling  us  to  use  more  claims  data  and 
by  establishing  payments  for  larger 
groups  of  services. 

Comment:  Some  commenters  asked 
that  CMS  provide  an  adjustment  for 
medical  education  costs  under  the  OPPS 
because  many  of  the  costs  of  teaching 
services  are  now  incurred  in  the  HOPD 
as  services  previously  furnished  only  in 
the  inpatient  setting  are  now  being 
furnished  in  the  HOPD.  These 
commenters  stated  that  CMS  indicated 
that  it  would  study  the  costs  and 
payment  differential  among  different 
classes  of  providers  in  the  April  7,  2000 
OPPS  final  rule  but  has  not  done  so. 
They  recommended  that  CMS  study 
whether  the  hospital  outpatient  costs  of 
teaching  hospitals  are  higher  than  the 
costs  of  other  hospitals  for  purposes  of 
determining  whether  there  should  be  a 
teaching  hospital  adjustment.  The 
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commenters  explained  that  their 
internal  analysis  of  2006  Medicare  cost 
reports  showed  that  the  average 
outpatient  margins  were  -27.3  for 
major  teaching  hospitals,  — 13.0  for 
other  teaching  hospitals,  and  - 15.2  for 
nonteaching  hospitals.  They  believed 
that  these  findings  demonstrated  that 
the  hospital  outpatient  costs  of  major 
teaching  hospitals  are  significantly 
greater  than  the  costs  of  other  hospitals. 
The  commenters  requested  that  CMS 
conduct  its  own  analysis  and  that  if  that 
analysis  showed  a  difference  due  to  the 
unique  missions  of  teaching  hospitals, 
CMS  should  add  a  teaching  adjustment 
to  the  OPPS. 

Response:  Unlike  payment  under  the 
IPPS,  the  law  does  not  provide  for 
payment  for  indirect  medical  education 
costs  to  be  made  under  the  OPPS. 
Section  1833(t)(2)(E)  of  the  Act,  as 
added  by  section  4523  of  the  BBA,  states 
that  the  Secretary  shall  establish,  in  a 
budget  neutral  manner  “  *  *  *  other 
adjustments  as  determined  to  be 
necessary  to  ensure  equitable  payments, 
such  as  adjustments  for  certain  classes 
of  hospitals.”  We  have  not  found  such 
an  adjustment  to  be  necessary  to  ensure 
equitable  payments  to  teaching 
hospitals  and,  therefore,  have  not 
developed  such  an  adjustment.  We  do 
not  believe  an  indirect  medical 
education  add-on  payment  is 
appropriate  in  a  budget  neutral  payment 
system  where  such  changes  would 
result  in  reduced  payments  to  all  other 
hospitals.  Furthermore,  in  this  final  rule 
with  comment  period,  we  have 
developed  payment  weights  that  we 
believe  provide  appropriate  and 
adequate  payment  for  the  complex 
medical  services,  such  as  visits 
requiring  prolonged  observation,  new 
technology  services,  and  device¬ 
dependent  procedures,  which  we 
understand  are  disproportionately 
furnished  by  teaching  hospitals.  We 
note  that  teaching  hospitals  benefit  from 
the  CY  2009  recalibration  of  the  APCs 
in  this  final  rule  with  comment  period. 
The  final  CY  2009  impacts  by  class  of 
hospital  are  displayed  in  Table  51  in 
section  XXIII.B.  of  this  final  rule  with 
comment  period. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  CY  2009  methodology  for 
calculating  the  median  costs  upon 
which  the  CY  2009  OPPS  payment  rates 
are  based. 

In  some  cases,  APC  median  costs  are 
calculated  using  variations  of  the 
process  outlined  above.  Section  II.A.2.d. 
of  this  final  rule  with  comment  period 
that  follows  addresses  the  calculation  of 
single  APC  criteria-based  median  costs. 
Section  II.A.2.e.  of  this  final  rule  with 


comment  period  discusses  the 
calculation  of  composite  APC  criteria- 
based  median  costs.  Section  X.B.  of  this 
final  rule  with  comment  period 
addresses  the  methodology  for 
calculating  the  median  cost  for  partial 
hospitalization  services. 

d.  Calculation  of  Single  Procedure  APC 
Criteria-Based  Median  Costs 

(1)  Device-Dependent  APCs 

Device-dependent  APCs  are 
populated  by  CPT  codes  that  usually, 
but  not  always,  require  that  a  device  be 
implanted  or  used  to  perform  the 
procedure.  For  a  full  history  of  how  we 
have  calculated  payment  rates  for 
device-dependent  APCs  in  previous 
years  and  a  detailed  discussion  of  how 
we  developed  the  standard  device¬ 
dependent  APC  ratesetting 
methodology,  we  refer  readers  to  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66739  through 
66742).  Overviews  of  the  procedure-to- 
device  edits  and  device-to-procedure 
edits  used  in  ratesetting  for  device¬ 
dependent  APCs  are  available  in  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65761  through  65763)  and 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68070  through 
68071). 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41437),  we  proposed  for  CY 

2009  to  continue  using  our  standard 
methodology  for  calculating  median 
costs  for  device-dependent  APCs,  which 
utilizes  claims  data  that  generally 
represent  the  full  cost  of  the  required 
device.  Specifically,  we  proposed  to 
calculate  the  medians  for  device¬ 
dependent  APCs  for  CY  2009  using  only 
the  subset  of  single  procedure  claims 
from  CY  2007  claims  data  that  pass  the 
procedure-to-device  and  device-to- 
procedure  edits;  do  not  contain  token 
charges  (less  than  $1.01)  for  devices; 
and  do  not  contain  the  “FB”  modifier 
signifying  that  the  device  was  furnished 
without  cost  to  the  provider,  supplier, 
or  practitioner,  or  where  a  full  credit 
was  received.  We  believe  that  this 
methodology  gave  us  the  most 
appropriate  proposed  rule  median  costs 
for  device-dependent  APCs  in  which  the 
hospital  incurs  the  full  cost  of  the 
device. 

While  the  median  costs  for  the 
majority  of  device-dependent  APCs 
showed  increases  from  CY  2008  based 
on  the  CY  2009  proposed  rule  claims 
data,  the  median  costs  for  three  APCs 
involving  electrode/lead  implantation 
decreased  significantly  compared  to  the 
CY  2008  final  rule  with  comment  period 
median  costs.  Specifically,  APC  0106 
(Insertion/Replacement  of  Pacemaker 


Leads  and/or  Electrodes),  APC  0225 
(Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve),  and  APC 
0418  (Insertion  of  Left  Ventricular 
Pacing  Electrode)  demonstrated  median 
decreases  of  26  percent,  52  percent,  and 
47  percent,  respectively.  As  indicated  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41437),  we  believe  these 
decreases  reflect  hospitals’  correction  of 
inaccurate  and  incomplete  billing 
practices  for  these  services  due  to  the 
implementation  of  device-to-procedure 
edits  beginning  in  CY  2007.  As 
discussed  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68070  through  68071),  in  the  course  of 
examining  claims  data  for  calculation  of 
the  CY  2007  OPPS  payment  rates,  we 
identified  circumstances  in  which 
hospitals  billed  a  device  code  but  failed 
to  bill  any  procedure  code  with  which 
the  device  could  be  used  correctly.  For 
APCs  0106,  0225,  and  0418  in 
particular,  we  found  that  hospitals 
frequently  billed  a  procedure  code  for 
lead/electrode  implantation  with  device 
HCPCS  codes  for  a  lead/electrode  and 
the  more  expensive  pulse  generator  but 
failed  to  report  a  procedure  code  for 
generator  implantation.  These  errors  in 
billing  led  to  the  costs  of  the  pulse 
generator  being  packaged  incorrectly 
into  the  procedure  codes  for  lead/ 
electrode  implantation.  Hospitals  that 
coded  and  billed  in  this  manner 
received  no  payment  for  the  procedure 
to  implant  the  pulse  generator,  but  these 
erroneous  claims  caused  the  OPPS 
payment  rate  for  the  lead/electrode 
implantation  APCs  to  be  inappropriately 
high.  To  address  this  problem,  we 
implemented  edits  to  correct  the  coding 
for  CY  2007,  and  the  proposed  decreases 
to  the  median  costs  of  APCs  0106,  0225, 
and  0418  for  CY  2009  were  consistent 
with  what  we  expected,  based  on  what 
we  understood  to  be  the  nature  of  the 
services  and  the  costs  of  correctly  coded 
devices.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41438),  we  also 
noted  an  anticipated  decrease  in  our 
frequency  of  single  procedure  claims  for 
the  services  assigned  to  APCs  0106, 
0225,  and  0418,  most  likely  because  the 
device-to-procedure  edits  led  hospitals 
to  include  the  pulse  generator 
implantation  HCPCS  codes  on  the  same 
claims,  resulting  in  fewer  single 
procedure  claims  for  the  lead/electrode 
implantation  procedures. 

At  the  August  2008  meeting  of  the 
APC  Panel,  one  presenter  stated  that  the 
proposed  decrease  in  payment  for  CY 
2009  for  APC  0225,  which  includes  a 
procedure  to  implant  a  neurostimulator 
electrode  for  vagus  nerve  stimulation 
(VNS),  would  make  VNS  too  costly  for 
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providers  and  beneficiaries  relative  to 
its  OPPS  payment.  The  presenter 
requested  that  CMS  reassign  CPT  code 
64553  (Percutaneous  implantation  of 
neurostimulator  electrodes,  cranial 
nerve)  to  APC  0040  (Percutaneous 
Implantation  of  Neurostimulator 
Electrodes,  E^xcluding  Cranial  Nerve), 
leaving  CPT  code  64573  (Incision  for 
implantation  of  neurostimulator 
electrodes,  cranial  nerve)  as  the  only 
code  in  APC  0225.  (CPT  code  64573 
describes  the  lead  implantation  for 
VNS).  The  presenter  argued  that  the 
procedure  described  by  CPT  code  64553 
is  more  similar  clinically  and  in  terms 
of  resource  utilization  to  the  procedures 
assigned  to  APC  0040  than  to  the  other 
procedure  assigned  to  APC  0225.  The 
presenter  also  requested  that,  after 
reassigning  CPT  code  64553  to  APC 
0040,  CMS  calculate  the  payment  rate 
for  APC  0225  using  only  claims  for 
patients  with  epilepsy.  According  to  the 
presenter,  in  May  2007,  CMS  issued  a 
National  Coverage  Determination  (NCD) 
denying  Medicare  coverage  of  VNS  for 
the  treatment  of  depression,  while 
maintaining  coverage  for  certain 
epilepsy  indications.  The  presenter 
stated  that  it  was  possible  the  Medicare 
noncoverage  of  VNS  for  depression  may 
have  confused  hospital  providers, 
leading  to  incorrect  hospital  coding  and 
submission  of  epilepsy  claims.  In 
response  to  this  two-part  request,  the 
APC  Panel  recommended  that  CMS 
reassign  CPT  code  64553  to  APC  0040, 
and  that  CMS  recalculate  the  median 
cost  of  APC  0225  based  solely  on  claims 
for  CPT  code  64573.  The  APC  Panel  did 
not  make  a  recommendation  related  to 
the  requester’s  second  request,  to 
include  only  claims  with  epilepsy 
indications  in  ratesetting  for  APC  0225. 
We  discuss  our  response  to  these  two 
APC  Panel  recommendations  below 
under  the  comments  and  responses 
section  of  this  section  of  this  final  rule 
with  comment  period. 

We  also  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41438), 
that  APC  0625  (Level  IV  Vascular 
Access  Procedures)  as  configured  for  CY 
2008  and  calculated  based  on  CY  2007 
claims  data  also  demonstrated  a 
significant  decrease  in  median  cost 
(approximately  59  percent)  relative  to 
CY  2008  (based  on  CY  2006  claims 
data).  We  believe  this  decrease  is 
attributable  to  the  implementation  of 
procedure-to-device  edits  on  January  1, 
2007,  for  the  only  CPT  code  assigned  to 
this  APC,  specifically  CPT  code  36566 
(Insertion  of  tunneled  centrally  inserted 
central  venous  access  device,  requiring 
two  catheters  via  two  separate  venous 
access  sites;  with  subcutaneous  port(s)). 


Because  the  procedure  described  by 
CPT  code  36566  involves  the  insertion 
of  a  dialysis  access  system,  our  edits 
require  that  the  HCPCS  code  for  that 
device  be  present  on  the  claim  any  time 
a  hospital  bills  CPT  code  36566.  Prior  to 
January  1,  2007,  we  believe  that 
hospitals  often  reported  CPT  code  36566 
without  also  reporting  the  device 
HCPCS  code  for  the  dialysis  access 
system,  or  incorrectly  billed  CPT  code 
36566  for  procedures  that  do  not  require 
the  use  of  the  device.  Therefore,  with 
the  implementation  of  procedure-to- 
device  edits,  the  volume  of  total  CY 
2007  claims  for  CPT  code  36566 
decreased  as  hospitals  corrected  their 
claims  to  report  this  service  only  under 
the  appropriate  circumstances,  while 
the  correctly  coded  claims  reporting  the 
required  device  (and  available  for  CY 
2009  ratesetting)  increased  significantly 
from  CY  2006  to  CY  2007.  We  believe 
that  the  CY  2009  proposed  rule  median 
cost  of  approximately  $2,092  calculated 
for  CPT  code  36566  from  those  claims 
was  accurate  and  appropriately  reflected 
correct  hospital  reporting  of  the 
procedure  and  the  associated  device. 
Furthermore,  because  of  the  decrease  in 
the  median  cost  for  CPT  code  36566,  we 
proposed  to  reassign  the  code  to  APC 
0623  (Level  III  Vascular  Access 
Procedures),  which  had  a  proposed 
median  cost  of  approximately  $1,939. 
We  also  proposed  to  delete  APC  0625 
because  no  other  procedures  would  map 
to  this  APC  if  CPT  code  36566  was 
reassigned. 

In  addition,  we  noted  a  decrease  of 
approximately  19  percent  for  APC  0681 
(Knee  Arthroplasty)  relative  to  CY  2008, 
which  we  believe  is  attributable  to  a  low 
volume  of  services  being  performed  by 
a  small  number  of  providers  (73  FR 
41438)  and  to  a  single  provider 
furnishing  the  majority  of  the  services. 
As  we  have  stated  in  the  past,  some 
fluctuation  in  relative  costs  from  year  to 
year  is  to  be  expected  in  a  prospective 
payment  system,  particularly  for  low 
volume  device-dependent  APCs  such  as 
APC  0681,  for  which  the  proposed 
median  cost  increased  approximately  37 
percent  from  CY  2007  to  CY  2008. 

Comment:  Many  commenters 
supported  the  CMS  proposal  to  set  the 
median  costs  for  device-dependent 
APCs  using  the  standard  device¬ 
dependent  APC  ratesetting  methodology 
in  CY  2009,  and  expressed  appreciation 
of  CMS’  efforts  to  use  only  those  claims 
that  reflect  the  full  costs  of  devices  in 
ratesetting  for  device-dependent  APCs. 
One  commenter  femarked  that  the 
methodology  of  using  only  those  claims 
that  include  the  appropriate  device 
HCPCS  codes  to  calculate  payment  rates 
for  procedures  that  require  a  device  to 


be  implanted  or  used  results  in  payment 
rates  that  more  appropriately  reflect  the 
costs  associated  with  device-dependent 
APCs.  The  commenter  supported  the 
proposed  payment  increases  for  APC 
0385  (Level  I  Prosthetic  Urological 
Procedures)  and  APC  0386  (Level  II 
Prosthetic  Urological  Procedures)  in 
particular.  Some  commenters  supported 
the  mandatory  reporting  of  all  HCPCS 
device  C-codes,  and  urged  CMS  to 
continue  educating  hospitals  on  the 
importance  of  accurate  coding  for 
devices,  supplies,  and  other 
technologies.  Those  commenters 
recommended  that  CMS  focus  on 
educating  providers  on  the  accurate  use 
of  supply  codes,  particularly  HCPCS 
code  A4306  (Disposable  drug  delivery 
system,  flow  rate  of  less  than  50  ml  per 
hour),  which  the  commenters  believed 
was  reported  inappropriately  by  many 
hospitals. 

Several  commenters  also  requested 
that  CMS  exclude  claims  from 
ratesetting  in  CY  2010  and  beyond  that 
contain  the  “FC”  modifier,  indicating 
the  procedure  was  performed  using  a 
device  for  which  the  hospital  received 
partial  credit.  According  to  the  - 
commenters,  exclusion  of  these  claims 
is  necessary  to  ensure  that  only  claims 
that  contain  the  full  costs  of  devices  are 
included  in  ratesetting. 

Response:  We  appreciate  the 
commenters’  support  of  the  standard 
device-dependent  APC  ratesetting 
methodology.  We  agree  that  accurate 
reporting  of  device,  supply,  and 
technology  charges  will  help  to  ensure 
that  these  items  are  appropriately 
accounted  for  in  future  years’  OPPS 
payment  rates.  We  encourage 
stsiceholders  to  carefully  review  HCPCS 
code  descriptors,  as  well  as  any 
guidance  CMS  may  have  provided  for 
specific  HCPCS  codes.  In  addition,  we 
have  provided  further  instructions  on 
the  billing  of  medical  and  surgical 
supplies  in  the  October  2008  OPPS 
update  (Transmittal  1599,  Change 
Request  6196,  dated  September  19, 
2008).  For  HCPCS  codes  that  are  paid 
under  the  OPPS,  providers  may  also 
submit  inquiries  to  the  AHA  Central 
Office  on  HCPCS,  which  serves  as  a 
clearinghouse  on  the  proper  use  of  Level 
I  HCPCS  codes  for  hospital  providers 
and  certain  Level  II  HCPCS  codes  for 
hospitals,  physicians,  and  other  health 
professionals.  Inquiries  must  be 
submitted  using  the  approved  form, 
which  may  be  downloaded  from  the 
AHA  Web  site  [http:// 
www.ahacentrahffice.org)  and  either 
faxed  to  312-422-4583  or  mailed 
directly  to  the  AHA  Central  Office: 
Central  Office  on  HCPCS,  American 
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Hospital  Association,  One  North 
Franklin,  Chicago,  IL  60606. 

The  “FC”  modifier  became  effective 
January  1,  2008,  and  will  be  present  for 
the  first  time  on  claims  used  in  OPPS 
ratesetting  for  CY  2010.  Any 
refinements  to  our  standard  device¬ 
dependent  APC  ratesetting  methodology 
for  years  beyond  CY  2009  would  be 
addressed  in  future  rulemaking. 

Comment:  Several  commenters 
remarked  that  the.CY  2009  OPPS/ASC 
proposed  rule  included  several 
reductions  to  the  payments  for  device¬ 
dependent  APCs  that  they  believe  may 
threaten  medical  technology  innovation 
and  patient  access.  The  commenters 
made  the  general  recommendation  that 
CMS  study  further  the  claims  for  any 
APC  for  which  the  calculated  payment 
reduction  would  be  greater  than  10 
percent  and  take  action  to  correct  issues 
that  may  reduce  these  payments 
artificially.  The  commenters  further 
recommended  that  CMS  limit  the 
reduction  in  payment  that  any  device¬ 
dependent  APC  may  experience  in  1 
year  to  10  percent.  Other  commenters 
expressed  concerns  specifically  about 
the  proposed  payment  reductions  for 
APCs  0106  and  0418,  arguing  that  the 
proposed  payment  rates  would  not 
cover  outpatient  hospital  costs 
associated  with  providing  the 
"procedures  assigned  to  these  APCs,  and 
that  CMS  should  take  steps  to  stabilize 
payment  for  these  APCs  to  protect 
beneficiary  access. 

Several  commenters  also  requested 
that  CMS  reassign  CPT  code  64553  from 
APC  0225  to  APC  0040  as  a  means  to 
address  what  they  perceived  to  be 
inadequate  payment  for  the  only  other 
procedure  assigned  to  APC  0225,  which 
is  described  by  CPT  code  64573, 
consistent  with  the  recommendation 
made  by  the  APC  Panel  at  its  August 
2008  meeting.  These  commenters 
argued  that  the  procedure  described  by 
CPT  code  64553  is  more  similar 
clinically  and/or  in  terms  of  resource 
utilization  to  procedures  that  are 
assigned  to  APC  0040,  because  these 
procedures  have  median  costs  that  more 
closely  approximate  the  median  cost  of 
CPT  code  64553  and  involve  the 
percutaneous  implantation  of 
neurostimulator  electrodes  through  an 
introducer  needle.  They  asserted  that 
CPT  code  64573,  in  contrast,  describes 
electrode  placement  by  using  a  scalpel 
to  incise  skin.  In  addition  to  requesting 
the  reassignment  of  CPT  code  64553  to 
APC  0040,  some  commenters  asked 
CMS  to  calculate  the  median  cost  for 
CPT  code  64573  using  only  single 
procedure  claims  with  an  epilepsy 
diagnosis  code  that  is  consistent  with 


CMS’  NCD  for  VNS,  effective  May  4, 
2007. 

Response:  We  do  not  agree  that  it  is 
necessary  to  implement  a  payment 
reduction  limit  of  10  percent  or  take 
other  steps  to  stabilize  payment  for 
device-dependent  APCs  in  CY  2009.  We 
reviewed  the  data  for  all  device¬ 
dependent  APCs  with  significant 
changes  in  median  costs  ft-om  CY  2008 
to  CY  2009,  as  is  our  usual  practice,  to 
ensure  there  are  no  data  errors  that 
would  inappropriately  or  artificially 
impact  the  median  costs.  We  found  no 
reason  to  believe  that  the  claims  used  to 
calculate  the  median  costs  for  all 
device-dependent  APCs,  including 
those  with  median  costs  that  declined 
for  CY  2009  relative  to  CY  2008,  did  not 
appropriately  reflect  hospitals’  relative 
costs  for  providing  those  services  as 
reported  to  us  in  the  claims  and  cost 
report  data.  Because  we  believe  the 
device-dependent  APC  median  costs 
appropriately  reflect  hospital  costs, 
implementing  a  payment  reduction 
limit  would  artificially  and  inaccurately 
inflate  payment  rates.  As  described 
previously  in  this  section  and  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41437  through  41438),  the  decreases  in 
median  costs  for  three  APCs  involving 
electrode/lead  implantation,  APCs  0106, 
0225,  and  0418,  are  expected  and 
appropriate  based  on  what  we 
understand  to  be  the  nature  of  the 
services  included  in  these  APCs  and  the 
costs  of  correctly  coded  devices.  We 
believe  that  the  median  costs  calculated 
for  these  APCs  were  inappropriately 
high  in  years  prior  to  CY  2009  due  to 
widespread  errors  in  how  hospitals 
billed  for  the  implantation  of  leads/ 
electrodes  and  the  pulse  generators 
connected  to  the  leads/electrodes.  Prior 
to  CY  2007,  hospitals  frequently  billed 
a  procedure  code  for  lead/electrode 
implantation  with  device  HCPCS  codes 
for  a  lead/electrode  and  the  more  costly 
pulse  generator,  but  failed  to  report  a 
procedure  code  for  the  implantation  of 
the  pulse  generator.  As  a  result, 
hospitals  received  only  one  APC 
payment  for  implanting  both  the 
electrode/lead  and  the  pulse  generator 
when  they  should  have  received 
separate  APC  payments  for  both  the 
electrode/lead  implantation  and  the 
pulse  generator  implantation.  These 
hospital  billing  errors  also  resulted  in 
the  inappropriate  attribution  of  the 
pulse  generator  costs  to  the  median 
costs  for  the  APCs  for  the  less  expensive 
electrode/lead  implantation  procedures. 

The  implementation  of  device-to- 
procedure  edits  in  CY  2007  corrected 
these  incorrect  and  incomplete  billing 
practices  by  requiring  hospitals  to 
include  a  procedure  code  for  pulse 


generator  implantation  when  they  report 
a  device  HCPCS  code  for  a  pulse 
generator  or  to  remove  the  device 
HCPCS  code  for  the  pulse  generator 
from  the  claim  if  it  was  not  furnished. 

As  described  above  in  this  section,  prior 
to  CY  2007,  some  hospitals  billed  a 
procedure  code  for  lead/electrode 
implantation  with  device  HCPCS  codes 
for  both  a  lead/electrode  and  the  more 
costly  pulse  generator,  but  did  not  bill 
a  procedure  code  for  implantation  of  the 
pulse  generator.  This  practice  resulted 
in  an  erroneous  single  procedure  claim 
that  was  used  for  ratesetting  in  years 
prior  to  CY  2009.  However,  beginning  in 
CY  2007,  hospitals  reported  such 
services  with  a  procedure  code  for  lead/ 
electrode  implantation,  a  device  HCPCS 
code  for  the  lead/electrode,  a  procedure 
code  for  pulse  generator  implantation, 
and  a  device  HCPCS  code  for  the  pulse 
generator  (resulting  in  a  multiple 
procedure  claim  that  would  not  be  used 
for  ratesetting).  Thus,  for  the  first  time 
in  CY  2009,  we  no  longer  have  single 
procedure  claims  available  for 
ratesetting  that  would  result  in  the 
inappropriate  attribution  of  pulse 
generator  costs  to  lead/electrode 
implantation  APCs.  Where  the  edits 
result  in  hospitals  billing  both  the  CPT 
code  for  the  insertion  of  the  leads  and 
the  CPT  code  for  the  implantation  of  the 
device,  hospitals  are  being  correctly 
paid  considerably  more  than  they  were 
being  paid  when  they  were  billing 
incorrectly.  Therefore,  we  believe  that 
the  device-to-procedure  edits  result  both 
in  more  accurate  claims  payment  and 
more  appropriate  relative  weights  for 
these  services. 

We  agree  with  the  commenters  and 
the  APC  Panel  that  the  procedure 
described  by  CPT  code  64553  is  more 
similar  clinically  and  in  terms  of 
resource  utilization  to  procedures  that 
are  assigned  to  APC  0040  than  to  the 
other  procedure  assigned  to  APC  0225. 
Therefore,  for  CY  2009,  we  are  accepting 
the  APC  Panel’s  recommendation  and 
reassigning  the  procedure  described  by 
CPT  code  64553  to  APC  0040,  and 
changing  the  title  of  APC  0040  to 
“Percutaneous  Implantation  of 
Neurostimulator  Electrode.”  As  a  result 
of  our  decision  to  reassign  CPT  code 
64553  from  APC  0225  to  APC  0040,  CPT 
code  64573  is  the  only  CPT  code 
assigned  to  APC  0225.  Consistent  with 
the  APC  Panel’s  second 
recommendation,  we  are  recalculating 
the  median  cost  of  APC  0225  based 
solely  on  claims  for  CPT  code  64573. 

We  do  not  agree  with  the  commenters 
that  we  should  calculate  the  median 
cost  for  CPT  code  64573  using  only 
single  procedure  claims  with  an 
epilepsy  diagnosis  code  based  on  CMS’ 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68537 


NCD  for  VNS  therapy,  effective  May  4, 
2007.  OPPS  payment  rates  typically 
apply  regardless  of  the  medical 
condition  for  which  a  device  is  used; 
thus,  APC  median  costs  are  developed 
based  on  claims  for  all  patient 
diagnoses.  Furthermore,  we  note  that 
the  NCD  for  VNS  made  effective  on  May 
4,  2007,  establishes  noncoverage  of  VNS 
specifically  for  indications  of 
depression.  We  examined  the  diagnosis 
codes  present  on  the  single  procedure 
claims  for  CPT  code  64573  that  we 
would  use  in  ratesetting,  and  found  that, 
while  diagnosis  codes  for  epilepsy  most 
commonly  appeared  on  the  claims,  most 
nonepilepsy  diagnoses  present  on  the 
claims  were  for  conditions  other  than 
depression.  As  such,  the 
recommendation  by  some  commenters 
to  utilize  only  those  claims  with  an 
epilepsy  diagnosis  for  ratesetting  would 
result  predominantly  in  the  exclusion  of 
claims  with  diagnoses  other  than 
depression,  to  which  the  VNS  national 
noncoverage  decision  does  not  apply. 
Therefore,  we  find  no  basis  to  deviate 
from  our  standard  device-dependent 
APC  ratesetting  methodology,  which 
does  not  take  into  consideration  patient 
diagnoses,  and  we  will  not  exclude 
claims  for  VNS  therapy  with  diagnoses 
other  than  epilepsy  from  ratesetting. 

Comment:  One  commenter  stated  that, 
while  the  standard  device-dependent 
APC  ratesetting  methodology  of  using 
single  procedure  claims  for  calculating 
median  costs  is  appropriate  for  many 
device-dependent  APCs,  this  approach 
distorts  and  undervalues  payment  for 
those  services  where  multiple  device¬ 
dependent  procedures  are  conducted 
within  the  same  session.  The 
commenter  pointed  out,  as  an  example, 
that  the  lead/electrode  implantation 
procedures  assigned  to  APC  0225  are 
frequently  performed  with  pulse 
generator  implantation  procedures 
assigned  to  APC  0039  (Level  I 
Implantation  of  Neurostimulator).  The 
commenter  also  noted  that,  according  to 
an  analysis  of  CY  2007  claims  data 
available  for  the  CY  2009  OPPS/ASC 
proposed  rule,  claims  for  device¬ 
dependent  APCs  more  commonly 
include  multiple  procedures  than 
claims  for  other  types  of  APCs.  The 
commenter  encouraged  CMS  to  develop 
a  methodology  to  ensure  that  packaged 
costs  can  be  allocated  across  multiple 
procedures  performed  on  the  same  date 
of  service.  Until  such  a  methodology 
can  be  implemented,  the  commenter 
asked  that  CMS  institute  a  payment 
reduction  limit  of  no  more  than  10 
percent  annually  for  device-dependent 
APCs  such  as  APC  0225  with  a  large 
proportion  of  multiple  procedure 


claims.  Other  commenters  shared 
similar  concerns  about  the  use  of  single 
procedure  claims  in  ratesetting  for 
device-dependent  APCs  and  suggested 
that  CMS  implement  a  composite 
payment  methodology  for  certain 
procedures  assigned  to  device¬ 
dependent  APCs  for  which  relatively 
few  correctly  coded  single  procedure 
claims  are  available  for  ratesetting, 
specifically  those  procedures  involving 
the  implantation  of  a  cardiac 
resynchronization  therapy  defibrillator 
(CRT-D)  or  cardiac  resynchronization 
therapy  pacemaker  (CRT-P). 

Response:  We  do  not  agree  that  it  is 
necessary,  as  one  commenter  suggested, 
to  establish  a  payment  reduction  limit 
for  APC  0225,  or  any  other  device¬ 
dependent  APC,  until  we  have 
developed  a  methodology  for  device¬ 
dependent  ratesetting  that  can 
incorporate  data  from  multiple 
procedure  claims.  For  all  OPPS  services, 
we  continue  our  efforts  to  use  the  data 
from  as  many  multiple  procedure  claims 
as  possible,  through  approaches  such  as 
use  of  the  bypass  list  and  date  splitting 
of  claims  as  described  further  in  section 
II.A.  of  this  final  rule  with  comment 
period,  and  through  methodologies  such 
as  increased  packaging  and  composite 
APCs.  We  believe  that  the  standard 
device-dependent  APC  ratesetting 
methodology  currently  provides  the 
most  appropriate  median  costs  for 
device-dependent  APCs  in  which  the 
hospital  incurs  the  full  cost  of  the 
device.  As  we  discuss  above  in  this 
section,  we  believe  that  decreases  in  the 
median  costs  for  APC  0225  and  other 
device-dependent  APCs  involving  lead/ 
electrode  implantation  are  appropriate 
and  attributable  to  the  correction  of 
inaccurate  and  incomplete  hospital 
billing  practices.  However,  we  recognize 
the  importance  of  maximizing  our 
utilization  of  claims  data,  especially  of 
claims  that  reflect  common  clinical 
scenarios,  and  that  the  number  of  single 
procedure  claims  available  for 
ratesetting  for  many  device-dependent 
APCs  comprise  a  very  low  proportion  of 
total  bills  for  procedures  that  map  to 
those  APCs.  We  will  continue  to 
examine  ways  to  utilize  more  claims 
data  to  set  payment  rates  under  the 
OPPS,  including  payment  rates  for 
device-dependent  APCs,  and  appreciate 
the  commenters’  thoughtful  suggestions. 
We  refer  readers  to  section  II.A.2.e.  of 
this  final  rule  with  comment  period  for 
a  detailed  summary  of  the  public 
comments  related  to  the  establishment 
of  a  composite  payment  methodology 
for  procedures  involving  CRT-D  and 
CRT-P  devices  and  our  responses. 

Comment:  Several  commenters 
requested  that  CMS  alter  the  standard 


device-dependent  APC  ratesetting 
methodology  in  order  to  utilize  data 
from  multiple  procedure  claims  for  APC 
0222  (Level  II  Implantation  of 
Neurostimulator).  They  noted  that,  for 
CY  2008,  CMS  reconfigured  the  APC 
assignments  for  implantable  , 

neurostimulators  to  accommodate  the 
inclusion  of  procedures  involving  both 
nonrechargeable  and  rechargeable 
neurostimulators  (the  pass-through 
status  for  which  expired  in  CY  2007) 
and  improve  resource  homogeneity 
among  the  neurostimulator  APCs.  The 
commenters  further  noted  that  the 
revised  configuration  provides  payment 
for  procedures  involving  mostly 
nonrechargeable  neurostimulator 
technology  (that  is,  cranial,  sacral, 
gastric,  or  other  peripheral 
neurostimulators)  through  two  APCs — 
APC  0039  (Level  I  Implantation  of 
Neurostimulator)  and  APC  0315  (Level 
III  Implantation  of  Neurostimulator) — 
while  establishing  a  single  APC,  APC 
0222,  for  spinal  neurostimulator 
implantation,  which  commonly  utilizes 
either  rechargeable  or  nonrechargeable 
technologies.  The  commenters 
summarized  CMS’  assessment  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  that,  to  the  extent 
rechargeable  spinal  neurostimulators 
become  the  dominant  device  implanted 
in  procedures  described  by  the  only 
CPT  code  assigned  to  APC  0222,  CPT 
code  63685  (Insertion  or  replacement  of 
spinal  neurostimulator  pulse  generator 
or  receiver,  direct  or  inductive 
coupling),  the  median  cost  for  APC  0222 
may  increase  to  reflect  contemporary 
utilization  patterns. 

The  commenters  raised  concerns  that 
analyses  of  the  CY  2007  claims  data 
demonstrate  that  the  evolution  to 
rechargeable  spinal  neurostimulators, 
while  occurring  in  clinical  practice  and 
seen  in  the  total  billed  claims,  is  not 
well  represented  in  single  procedure 
claims  used  for  ratesetting  for  APC 
0222.  As  a  result,  the  commenters 
stated,  the  use  of  single  procedure 
claims  in  the  calculation  of  the  median 
costs  for  APC  0222  systematically 
underestimates  the  use  and  cost  of 
rechargeable  neurostimulators. 
According  to  the  data  provided  by  the 
commenters,  rechargeable 
neurostimulators  are  present  on  only  40 
to  43  percent  of  single  procedure  claims, 
as  opposed  to  57  to  60  percent  of  all 
claims  (both  single  and  multiple 
procedure)  for  APC  0222.  If  CMS  were 
to  replace  the  device  cost  estimated  for 
single  procedure  claims  with  the  device 
cost  estimated  for  total  claims,  the 
commenters  stated,  the  median  cost  for 
APC  0222  would  increase  by  7  percent. 
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One  commenter  also  contended  that  the 
median  line-item  device  cost  for 
neurostimulator  generators  was  17 
percent  lower  in  “pure  single  claims” 
when  compared  to  all  claims  assigned  to 
APC  0222.  Another  commenter  noted 
that  /leurostimulator  implantation 
procedures  are  reported  with  two 
separately  payable  CPT  codes  and 
consequently  almost  always  appear  on 
multiple  procedure  claims.  The 
commenter  argued  that  the  single 
procedure  claims  used  in  ratesetting  are 
either  replacement  procedures  or 
incorrectly  coded  claims  and  do  not 
reflect  clinical  practice  in  terms  of 
either  procedural  frequency  or  cost. 

Several  commenters  recommended 
that  CMS  calculate  the  payment  rate  for 
APC  0222  using  the  median  device  cost 
for  rechargeable  and  nonrechargeable 
neurostimulators  from  all  claims  and 
the  median  procedure  cost  for  CPT  code 
63685  from  single  procedure  claims, 
arguing  that  larger  claim  samples  lead  to 
more  accurate  payment  rates.  The 
commenters  stated  that  this  would  be  an 
extension  of  CMS’  process  of  using 
“pseudo”  single  procedure  claims  to 
calculate  median  costs,  and  would  be 
consistent  with  CMS’  focus  on 
converting  multiple  procedure  claims  to 
“pseudo”  single  procedure  claims  in 
order  to  maximize  the  use  of  claims  data 
in  calculating  median  costs  for  OPPS 
ratesetting.  According  to  the 
commenters,  this  approach  would  result 
in  a  7  percent  increase  in  the  median 
cost  for  APC  0222  compared  to  the 
median  cost  calculated  for  the  CY  2009 
OPPS/ASC  proposed  rule. 

Another  commenter  expressed  the 
same  concern  that  rechargeable 
neurostimulator  costs  were 
underrepresented  in  the  claims  data 
used  to  establish  the  median  cost  for 
APC  0222  and  urged  CMS  to  split  APC 
0222  into  separate  APCs  based  on 
whether  a  rechargeable  or 
nonrechargeable  spinal  neurostimulator 
generator  is  utilized.  Alternatively,  the 
commenter  asked  CMS  to  consider  a 
ratesetting  methodology  that,  similar  to 
the  method  offered  by  other 
commenters,  would  incorporate  data 
from  single  and  multiple  procedure 
claims  and  result  in  a  9-percent  increase 
in  the  median  cost  for  APC  0222. 

Response:  We  do  not  believe  it  is 
necessary  or  appropriate  to  alter  our 
ratesetting  methodology  for  device¬ 
dependent  APC  0222.  We  believe  that 
the  revised  neurostimulator  APC 
configuration  adopted  in  CY  2008,  and 
our  standard  device-dependent  APC 
ratesetting  methodology,  allow  us  to 
calculate  appropriate  OPPS  payment 
rates  for  procedures  involving  spinal 
neurostimulators.  The  foundation  of  a 


system  of  relative  weights  is  the 
relativity  of  the  costs  of  all  services  to 
one  another,  as  derived  from  a 
standardized  system  that  uses 
standardized  inputs  and  a  consistent 
methodology.  Adoption  of  a  ratesetting 
methodology  for  APC  0222  that  is 
different  from  our  standard  device¬ 
dependent  APC  ratesetting  would 
undermine  this  relativity.  A  policy  to 
provide  different  payments  for  the  same 
procedures  according  to  the  types  of 
devices  implanted  also  would  not  be 
consistent  with  our  overall  strategy 
under  the  OPPS  to  encourage  hospitals 
to  use  resources  more  efficiently  by 
increasing  the  size  of  the  payment 
bundles,  as  we  described  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66715  through  66716). 

According  to  information  provided  by 
certain  manufacturers  of  rechargeable 
neurostimulators  in  response  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  rechargeable 
neurostimulators  are  clinically 
indicated  in  only  a  subset  of  patients  for 
whom  spinal  neurostimulation  is  a 
treatment  option.  These  manufacturers 
estimated  that  approximately  35  percent 
of  these  patients  are  candidates  for 
rechargeable  spinal  neurostimulators, 
although  this  proportion  may  be  higher 
(72  FR  66715).  We  note  that,  according 
to  the  data  analysis  submitted  by  the 
commenters,  rechargeable 
neurostimulators  were  used  in  40  to  43 
percent  of  spinal  neurostimulator 
implantation  procedures  included  on 
single  procedure  claims  for  APC  0222  in 
CY  2007,  and  in  57  to  60  percent  of 
spinal  neurostimulator  implantation 
procedures  included  on  all  claims  (both 
single  and  multiple  procedure)  for  APC 
0222  in  CY  2007.  Therefore,  the  rate  of 
implantation  of  rechargeable 
neurostimulators  in  Medicare 
beneficiaries  in  CY  2007  in  the  hospital 
outpatient  setting  appears  to  have  met 
or  exceeded  the  expectations  of  certain 
manufacturers  that  were  expressed  in 
their  comments  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period. 
Based  on  these  reported  analyses, 
rechargeable  neurostimulator 
technology  appears  to  have  been  widely 
adopted  into  medical  practice,  and  we 
expect  that  our  CY  2009  OPPS  payment 
rates  will  provide  continued  access  to 
this  technology  for  those  patients  for 
whom  rechargeable  neurostimulators 
are  clinically  indicated. 

Comment:  Several  commenters  stated 
that  the  proposed  national  unadjusted 
CY  2009  OPPS  payment  rate  for 
cochlear  implantation  is  significantly 
less  than  the  average  cost  for  the 
hospital  to  acquire  the  cochlear  device 
and  the  associated  costs  to  provide  the 


implantation  procedure  and  may 
impede  patient  access  to  this 
technology.  The  cochlear  device 
implantation  procedure  is  described  by 
CPT  code  69930  (Cochlear  device 
implantation,  with  or  without 
mastoidectomy),  the  only  CPT  code 
assigned  to  APC  0259  (Level  VII  ENT 
Procedures).  The  commenters  remarked 
that,  although  the  proposed  CY  2009 
OPPS  payment  rate  is  higher  than  the 
CY  2008  OPPS  payment  rate,  it  is  also 
less  than  the  OPPS  national  unadjusted 
CY  2007  OPPS  payment  rate,  and  occurs 
at  a  time  when  device  costs  and  related 
hospital  costs  continue  to  rise.  Some 
commenters  stated  that  the  true  cost  of 
the  cochlear  implant  procedure, 
including  the  device  and  related 
surgical  costs,  is  between  $35,000  and 
$40,000,  depending  on  the  specific 
devices  and  services  required  for  a  given 
patient,  while  other  commenters 
indicated  that  the  cost  to  hospitals  is 
approximately  $32,000.  Several 
commenters  recommended  that  CMS 
adjust  the  median  cost  upon  which  the 
OPPS  payment  rate  for  APC  0259  is 
based  by  substituting  a  weighted 
average  selling  price  of  $24,500  for  the 
median  device  cost  from  the  CY  2007 
OPPS  claims  of  $18,420,  where  this 
selling  price  was  calculated  based  on 
hospital  invoice  data  supplied 
separately  by  the  two  leading  cochlear 
implant  manufacturers.  The 
commenters  indicated  that  this 
methodology  would  result  in  a  median 
cost  for  APC  0259  of  $30,037.  Other 
commenters  referenced  a  2006  analysis, 
which  found  the  average  cost  of 
cochlear  implant  procedures  to  be 
approximately  $33,364,  and  asked  that 
CMS  reconsider  establishing  payment 
based  on  this  figure. 

The  commenters  also  expressed 
concern  about  the  proposed  assignment 
and  payment  rate  of  procedures 
involving  auditory  osseointegrated 
devices,  the  pass-through  status  for 
which  will  expire  on  December  31, 

2008.  The  commenters  noted  that  CMS 
proposed  in  the  CY  2009  OPPS/ASC 
proposed  rule  to  package  payment  for 
these  devices,  described  by  HCPCS  code 
L8690  (Auditory  osseointegrated  device, 
includes  all  internal  and  external 
components),  into  payment  for  their 
associated  implantation  procedures, 
described  by  CPT  codes  69714 
(Implantation,  osseointegrated  implant, 
temporal  bone,  with  percutaneous 
attachment  to  external  speech 
processor/cochlear  stimulator:  without 
mastoidectomy):  69715  (Implantation, 
osseointegrated  implant,  temporal  bone, 
with  percutaneous  attachment  to 
external  speech  processor/cochlear 
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stimulator;  with  mastoidectomy);  69717 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator; 
without  mastoidectomy);  and  69718 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator; 
with  mastoidectomy).  Citing  the  CMS 
proposal  to  assign  these  implantation 
procedures  to  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis)  for  CY  2009,  the  commenters 
stated  that  the  proposed  payment  rate 
for  APC  0425  would  be  insufficient  to 
guarantee  continued  patient  access  to 
auditory  osseointegrated  devices  and 
argued  that  the  appropriate  payment  for 
procedures  involving  these  devices 
should  at  least  approximate  the  sum  of 
the  CY  2008  OPPS  payment  rate  for  APC 
0256  (Level  VI  ENT  Procedures),  the 
APC  to  which  the  auditory 
osseointegrated  device  implantation 
procedures  were  assigned  in  CY  2007, 
and  the  average  sales  price  for  auditory 
osseointegrated  devices,  which  they 
report  totals  $8,826  ($2,539  for  APC 
0256  plus  $6,287  for  device  costs).  The 
commenters  also  remarked  that  auditory 
osseointegrated  device  implantation 
procedures  are  clinically  dissimilar  to 
the  other  procedures  assigned  to  APC 
0425  and  recommended  that  CMS 
establish  a  new  APC  for  procedures 
involving  osseointegrated  devices. 
According  to  the  commenters,  APC  0425 
is  an  inappropriate  APC  assignment  for 
osseointegrated  device  implantation 
procedures  because  it  is  comprised  of 
less  device-intensive  orthopedic 
procedures  for  the  restoration  of  joint 
functioning.  The  commenters  also  stated 
that  a  training  and  audit  process  for  the 
billing  offices  of  hospitals  performing 
osseointegrated  device  implantation 
procedures  revealed  widespread  billing 
and  coding  errors,  and  indicated  that 
these  billing  errors  may  contribute  to  a 
median  cost  calculation  for 
osseointegrated  device  implantation 
procedures  that  is  too  low. 

,  Response:  We  disagree  with  the 
commenters  that  it  would  be 
appropriate  to  use  external  pricing 
information  in  place  of  the  costs  derived 
from  the  claims  and  Medicare  cost 


report  data  for  APC  0259  or  APC  0425 
because  we  believe  that  to  do  so  would 
distort  the  relativity  that  is  so 
fundamental  to  the  integrity  of  the 
OPPS.  We  have  not  systematically  used 
external  data  to  validate  the  median 
costs  derived  from  claims  data  because 
external  data  lack  relativity  to  the 
estimated  costs  derived  from  the  claims 
and  cost  report  data  and  generally  are 
not  appropriate  for  determining  relative 
weights  that  result  in  payment  rates.  As 
described  earlier  in  this  section  and  in 
previous  final  rules  such  as  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66742),  the  foundation  of 
a  system  of  relative  weights  is  the 
relativity  of  the  costs  of  all  services  to 
one  another,  as  derived  from  a 
standardized  system  that  uses 
standardized  inputs  and  a  consistent 
methodology. 

We  also  do  not  agree  that  auditory 
osseointegrated  device  implantation 
procedures  are  so  clinically  dissimilar 
to  the  other  procedures  assigned  to  APC 
0425  that  their  assignment  to  that  APC 
is  not  warranted.  All  procedures 
assigned  to  APC  0425  involve  the 
implantation  of  a  prosthestic  device  into 
bone.  In  regard  to  the  commenters’ 
concerns  that  billing  and  coding  errors 
may  have  contributed  to  an  inaccurate 
median  cost  calculation  for  APC  0425, 
we  note  that,  because  APC  0425  is  a 
device-dependent  APC,  we  calculated 
the  median  cost  for  osseointegrated 
device  implantation  procedures  using 
only  correctly  coded  claims  that 
included  the  HCPCS  device  code  for  the 
osseointegrated  device,  L8690,  along 
with  an  appropriate  procedure  code. 
Effective  January  1,  2009,  we  also  will 
implement  procedure-to-device  edits 
that  require  all  hospitals  paid  under  the 
OPPS  to  report  HCPCS  code  L8690 
whenever  they  report  an  osseointegrated 
device  implantation  procedure 
described  by  CPT  codes  69714,  69715, 
69717,  and  69718.  We  also  will 
implement  the  appropriate  device-to- 
procedure  edits  to  ensure  that  when 
HCPCS  code  L8690  is  reported,  an 
appropriate  implantation  procedure 
code  is  also  included  on  the  claim. 

Comment:  One  comment er  accepted 
CMS’  consistent  reliance  on  claims  data 
to  establish  the  CY  2009  OPPS/ASC 
proposed  rule  median  cost  for  CPT  code 
36566  of  $2,092,  but  disagreed  with  the 
proposed  reassignment  of  CPT  code 


36566  to  APC  0623  and  urged  CMS  to 
maintain  APC  0625.  While  the  median 
cost  for  CPT  code  36566  is  very  similar 
to  the  median  costs  of  other  procedures 
assigned  to  APC  0623,  the  commenter 
stated  that  the  amounts  will  likely 
diverge  in  the  future. 

Response:  We  do  not  believe  it  would 
be  appropriate  to  maintain  an  APC  that 
is  not  necessary  to  classify  services  into 
groups  that  are  siniilar  clinically  and  in 
terms  of  resource  utilization  based  on 
purported  anticipated  future  costs.  We 
continue  to  believe  that  CPT  code  36566 
is  most  appropriately  assigned  to  APC 
0623  for  CY  2009,  as  we  proposed, 
based  on  consideration  of  the 
procedure’s  clinical  and  resource 
characteristics.  We  reassess  the 
composition  of  APCs,  including 
reviewing  the  median  costs  of 
individual  HCPCS  codes,  annually 
when  we  have  new  claims  and  Medicare 
cost  report  data  and  propose  those 
changes  through  our  annual  rulemaking 
cycle  that  we  believe  are  necessary  to 
maintain  the  clinical  and  resource 
homogeneity  of  APCs  based  on  that 
updated  data.  To  the  extent  that  the 
median  cost  of  CPT  code  3656B  changes 
significantly  in  the  future,  we  may 
propose  future  changes  to  the  CPT 
code’s  assignment  if  we  determine  that 
a  different  APC  would  be  more 
appropriate. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  CY  2009  payment  policies 
for  device-dependent  APCs,  with 
modification  to  reassign  CPT  code 
64553  from  APC  0225  to  APC  0040.  The 
CY  2009  OPPS  payment  rates  for  device¬ 
dependent  APCs  are  based  on  their 
median  costs  calculated  from  CY  2007 
claims  and  the  most  recent  cost  report 
data,  using  only  claims  that  pass  the 
device  edits,  do  not  contain  token 
charges  for  devices,  and  do  not  have  a 
modifier  signifying  that  the  device  was 
furnished  without  cost  or  with,  full 
credit.  We  continue  to  believe  that  the 
median  costs  calculated  from  the  single 
bills  that  meet  these  three  criteria 
represent  the  most  valid  estimated 
relative  costs  of  these  services  to 
hospitals  when  they  incur  the  full  cost 
of  the  devices  required  to  perform  the 
procedures.  The  CY  2009  device¬ 
dependent  APCs  are  listed  in  Table  3 
below. 


Table  3— CY  2009  Device-Dependent  APCs 


Final  CY  2009 
APC 

Final  CY  2009 
status  indicator 

CY  2009  APC  title 

0039  . 

S  . 

Level  1  Implantation  of  Neurostimulator. 

0040  . 

S  . 

Percutaneous  Implantation  of  Neurostimulator  Electrodes. 
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Table  3 — CY  2009  Device-Dependent  APCs — Continued 


Final  CY  2009 

Final  CY  2009 

CY  2009  APC  title 

APC 

status  indicator 

0061  . 

S  . 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation  of  Neurostimulator  Electrodes. 

0082  . 

T  . 

Coronary  or  Non  Coronary  Atherectomy. 

0083  . 

T  . 

Coronary  or  Non  Coronary  Angioplasty  and  Percutaneous  Valvuloplasty. 

0084  . 

S  . 

Level  1  Electrophysiologic  Procedures. 

0085  . 

T  . 

Level  II  Electrophysiologic  Procedures. 

0086  . 

T  . 

Level  III  Electrophysiologic  Procedures. 

0089  . 

T  . 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes. 

0090  . 

T  . 

Insertion/Replacement  of  Pacemaker  Pulse  Generator. 

0104  . 

T  . 

Transcatheter  Placement  of  Intracoronary  Stents. 

0106  . 

T  . 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes. 

0107  . 

T  . 

Insertion  of  Cardioverter-Defibrillator. 

0108  . 

T  . 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator  Leads. 

0115  . 

T  . 

Cannula/Access  Device  Procedures. 

0202  . 

T  . 

Level  VII  Female  Reproductive  Procedures. 

Level  II  Implantation  of  Neurostimulator. 

Implantation  of  Neurostimulator  Electrodes,  Cranial  Nerve. 

0222  . 

S  . 

0225  . 

S  . 

0227  . 

T  . 

Implantation  of  Drug  Infusion  Device. 

0229  . 

T  . 

Transcatheter  Placement  of  Intravascular  Shunts. 

0259  . 

T  . 

Level  VII  ENT  Procedures. 

0293  ....„ . 

T  . 

Level  V  Anterior  Segment  Eye  Procedures. 

0315  . 

S  . 

Level  III  Implantation  of  Neurostimulator. 

0384  . 

T  . 

Gl  Procedures  with  Stents. 

0385  . 

S  . 

Level  1  Prosthetic  Urological  Procedures. 

0386  . 

S  . 

Level  II  Prosthetic  Urological  Procedures. 

0418  . 

T  . 

Insertion  of  Left  Ventricular  Pacing  Elect. 

0425  . 

T  . 

Level  11  Arthroplasty  or  Implantation  with  Prosthesis. 

0427  . 

T  . 

Level  II  Tube  or  Catheter  Changes  or  Repositioning. 

0622  . 

T  . 

Level  II  Vascular  Access  Procedures. 

0623  . 

T  . 

Level  III  Vascular  Access  Procedures. 

0648  . 

T  . 

Level  IV  Breast  Surgery. 

0652  . 

T  . 

Insertion  of  Intraperitoneal  and  Pleural  Catheters. 

0653  . 

T  . 

Vascular  Reconstruction/Fistula  Repair  with  Device. 

0654  . 

T  . 

Insertion/Replacement  of  a  permanent  dual  chamber  pacemaker. 

0655  . 

T  . . 

Insertion/Replacement/Conversion  of  a  permanent  dual  chamber  pacemaker. 

0656  . 

T  . 

Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

0674  . 

T  . 

Prostate  Cryoablation. 

0680  . 

S  . 

Insertion  of  Patient  Activated  Event  Recorders. 

0681  . 

T  . 

Knee  Arthroplasty. 

(2)  Blood  and  Blood  Products 

Since  the  implementation  of  the  OPPS 
in  August  2000,  separate  payments  have 
been  made  for  blood  and  blood  products 
through  APCs  rather  than  packaging 
them  into  payments  for  the  procedures 
with  which  they  are  administered. 
Hospital  payments  for  the  costs  of  blood 
and  blood  products,  as  well  as  the  costs 
of  collecting,  processing,  and  storing 
blood  and  blood  products,  are  made 
through  the  OPPS  payments  for  specific 
blood  product  APCs. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41439),  we  proposed  to 
continue  to  establish  payment  rates  for 
blood  and  blood  products  for  CY  2009 
using  our  blood-specific  CCR 
methodology,  which  utilizes  actual  or 
simulated  CCRs  from  the  most  recently 
available  hospital  cost  reports  to  convert 
hospital  charges  for  blood  and  blood 
products  to  costs.  This  methodology  has 
been  our  standard  ratesetting 
methodology  for  blood  and  blood 
products  since  CY  2005.  It  was 
developed  in  response  to  data  analysis 


indicating  that  there  was  a  significant 
difference  in  CCRs  for  those  hospitals 
with  and  without  blood-specific  cost 
centers,  and  past  comments  indicating 
that  the  former  OPPS  policy  of 
defaulting  to  the  overall  hospital  CCR 
for  hospitals  not  reporting  a  blood- 
specific  cost  center  often  resulted  in  an 
underestimation  of  the  true  hospital 
costs  for  blood  and  blood  products. 
Specifically,  in  order  to  address  the 
difference  in  CCRs  and  to  better  reflect 
hospitals’  costs,  we  proposed  to 
continue  to  simulate  blood  CCRs  for 
each  hospital  that  does  not  report  a 
blood  cost  center  by  calculating  the  ratio 
of  the  blood-specific  CCRs  to  hospitals’ 
overall  CCRs  for  those  hospitals  that  do 
report  costs  and  charges  for  blood  cost 
centers.  We  would  then  apply  this  mean 
ratio  to  the  overall  CCRs  of  hospitals  not 
reporting  costs  and  charges  for  blood 
cost  centers  on  their  cost  reports  in 
order  to  simulate  blood-specific  CCRs 
for  those  hospitals.  We  calculated  the 
median  costs  upon  which  the  proposed 
CY  2009  payment  rates  for  blood  and 


blood  products  were  based  using  the 
actual  blood-specific  CCR  for  hospitals 
that  reported  costs  and  charges  for  a 
blood  cost  center  and  a  hospital-specific 
simulated  blood-specific  CCR  for 
hospitals  that  did  not  report  costs  and 
charges  for  a  blood  cost  center.  For  more 
detailed  discussion  of  the  blood-specific 
CCR  methodology,  we  refer  readers  to 
the  CY  2005  OPPS  proposed  rule  (69  FR 
50524  through  50525).  For  a  full  history 
of  OPPS  payment  for  blood  and  blood 
products,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66807  through 
66810). 

As  we  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41439), 
we  believe  that  the  blood-specific  CCR 
methodology  better  responds  to  the 
absence  of  a  blood-specific  CCR  for  a 
hospital  than  alternative  methodologies, 
such  as  defaulting  to  the  overall  hospital 
CCR  or  applying  an  average  blood- 
specific  CCR  across  hospitals.  Because 
this  methodology  takes  into  account  the 
unique  charging  and  cost  accounting 
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structure  of  each  provider,  we  believe 
that  it  yields  more  accurate  estimated 
costs  for  these  products.  We  believe  that 
continuing  with  this  methodology  in  CY 
2009  will  result  in  median  costs  for 
blood  and  blood  products  that 
appropriately  reflect  the  relative 
estimated  costs  of  these  products  for 
hospitals  without  blood  cost  centers, 
and,  therefore,  for  these  products  in 
general. 

As  discussed  in  section  XIII.A.l.  of 
this  final  rule  with  comment  period,  we 
also  proposed  to  create  status  indicator 
“R”  (Blood  and  Blood  Products)  to 
denote  blood  and  blood  products  for 
publication  and  payment  purposes  in 
CY  2009.  We  believe  that  it  is  necessary 
to  create  a  status  indicator  that  is 
specific  to  blood  and  blood  products  to 
facilitate  development  of  blood  product 
median  costs  under  the  blood-specific 
CCR  methodology  and  to  facilitate 
implementation  of  the  reduced 
payments  that  will  be  made  to  hospitals 
that  fail  to  report  the  hospital  outpatient 
quality  data,  as  discussed  in  section 
XVI. D. 2.  of  this  final  rule  with  comment 
period. 

Comment:  One  commenter  remarked 
that  the  proposed  blood-specific  CCR 
methodology  accurately  reflects  the 
relative  estimated  costs  of  blood  and 
blood  products  for  hospitals  without 
blood  cost  centers  and  for  these 
products  in  general.  The  commenter 
encouraged  CMS  to  continue  the 
historical  practice  of  providing  separate 
payments  for  blood  and  blood  products 
through  APCs,  rather  than  packaging 
their  payment  into  payments  for  the 
procedures  with  which  they  are 
administered.  Another  commenter 
stated  that  the  proposed  payment  rates 
for  many  blood  and  blood  products  are 
less  than  the  actual  acquisition  costs, 
particularly  for  high  volume  blood 
products.  The  commenter  noted  that  the 
proposed  payment  rate  for  the  most 
commonly  transfused  blood  product, 
leukocyte-reduced  red  blood  cells 
described  by  HCPCS  code  P9016  (Red 
blood  cells,  leukocytes  reduced,  each 
unit),  is  less  than  hospitals’  average 
acquisition  cost  for  the  product  (not 
including  overhead,  storage,  handling, 
and  wastage)  according  to  a  nationwide 
survey  of  2006  blood  costs.  The  survey 
was  conducted  by  the  American 
Association  of  Blood  Banks  under  a 
contract  with  HHS  and  includes  data 
firom  approximately  1,700  hospitals.  The 
commenter  noted  that  since  2006,  the 
year  for  which  cost  data  were  collected, 
the  costs  of  acquiring  blood  products 
have  continued  to  increase  due  to  new 
safety  advances  and  increasingly 
expensive  donor  recruitment  and 
retention  efforts.  The  commenter 


recommended  that  CMS  continue  to 
increase  payments  for  blood  products, 
particularly  leukocyte-reduced  red 
blood  cells,  to  bridge  the  perceived  gap 
between  Medicare  payments  and  the 
actual  costs  incurred  by  hospitals. 

Response:  We  continue  to  believe  that 
using  blood-specific  CCRs  applied  to 
hospital  claims  data  results  in  payments 
that  appropriately  reflect  hospitals’ 
relative  costs  of  providing  blood  and 
blood  products  as  reported  to  us  by 
hospitals.  We  do  not  believe  it  is 
necessary  or  appropriate  to  incorporate 
external  survey  data  into  our  ratesetting 
process  for  blood  and  blood  products 
because,  in  a  relative  weight  system,  it 
is  the  relativity  of  the  costs  to  one 
another,  rather  than  absolute  cost,  that 
is  most  important  for  setting  payment 
rates.  External  data  lack  relativity  to  the 
estimated  costs  derived  from  the  claims 
and  cost  report  data  and  generally  are 
not  appropriate  for  determining  relative 
weights  that  result  in  payment  rates.  We 
note  that  median  costs  per  unit 
(calculated  using  the  blood-specific  CCR 
methodology)  for  this  final  rule  with 
comment  period  increase  from  CY  2008 
for  16  of  the  top  20  highest  volume 
blood  products. 

Comment:  One  commenter  asked  that 
CMS  reconsider  the  proposed  payment 
rate  of  approximately  $30  for  HCPCS 
code  P9011  (Blood,  split  unit), 
indicating  that  this  payment  rate  was 
much  lower  than  the  CY  2008  payment 
rate  of  approximately  $149  and  would 
fail  to  cover  the  costs  of  split  units  of 
blood.  The  commenter  also  was 
concerned  that  the  proposed  payment 
decrease  would  result  in  insufficient 
Medicaid  payment  for  transfusions 
involving  split  blood  products. 

Response:  We  do  not  agree  that  it 
would  be  appropriate  to  deviate  from 
our  standard  methodology  of  using 
blood-specific  CCRs  to  calculate  the 
median  cost  upon  which  payment  is 
based  for  HCPCS  code  P9011,  despite 
the  significant  decrease  in  median  cost 
from  the  CY  2006  claims  data  used  for 
ratesetting  in  CY  2008  relative  to  the  CY 
2007  claims  data  used  for  ratesetting  in 
CY  2009.  We  believe  that  some  variation 
in  relative  costs  from  year  to  year  is  to 
be  expected  in  a  prospective  payment 
system,  particularly  for  low  volume 
items  such  as  HCPCS  code  P9011.  We 
also  note  that,  because  HCPCS  code 
P9011  is  defined  only  as  a  split  unit  of 
blood  and  no  particular  designation  is 
made  within  the  code’s  descriptor  as  to 
the  type  or  volume  of  blood  product  that 
makes  up  the  split  unit  reported,  the 
median  cost  for  this  HCPCS  code  also 
may  vary  based  upon  the  types  and 
volumes  of  split  products  hospitals 
report  using  HCPCS  code  P90 11. 


Public  comments  on  Medicaid 
payment  for  blood  and  blood  ^iroducts 
are  not  within  the  scope  of  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period,  as  it  is  only  within  our  purview 
to  establish  payment  rates  for  HOPDs 
that  receive  payment  under  the  OPPS 
for  services  furnished  to  Medicare 
beneficiaries. 

We  also  note  that  it  is  our  common 
practice  to  review  significant  changes  in 
median  costs  from  year  to  year  and  from 
the  proposed  rule  to  the  final  rule  for  a 
given  calendar  year.  Although  a  handful 
of  HCPCS  codes  experienced  decreases 
in  median  cost  for  CY  2009  from  the 
proposed  rule  to  this  final  rule  with 
comment  period,  most  notably  HCPCS 
codes  P9011  and  P9043  (Infusion, 
plasma  protein  fraction  (human),  5%, 
50ml),  we  determined  that  the  decreases 
in  median  cost  were  due  to 
contributions  of  additional  claims  and 
revised  cost  report  data.  For  all  APCs 
whose  payment  rates  are  based  upon 
relative  payment  weights,  we  note  that 
the  quality  and  accuracy  of  reported 
units  and  charges  significantly  influence 
the  final  median  costs  that  are  the  basis 
for  our  payment  rates,  especially  for  low 
volume  items  and  services.  Beyond  our 
standard  OPPS  trimming  methodology 
(described  in  section  II.A.2.  of  this  final 
rule  with  comment  period)  that  we 
apply  to  those  claims  that  have  passed 
various  types  of  claims  processing  edits, 
it  is  not  our  policy  to  judge  the  accuracy 
of  hospital  coding  and  charging  for 
purposes  of  ratesetting. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing, 
without  modification,  our  CY  2009 
proposal  to  calculate  the  median  costs 
upon  which  the  CY  2009  payment  rates 
for  blood  and  blood  products  are  based 
using  the  blood-specific  CCR 
methodology  that  we  have  utilized  since 
CY  2005.  We  continue  to  believe  this 
methodology  is  the  best  mechanism  to 
deal  with  the  absence  of  a  blood-specific 
CCR  for  hospitals  that  do  not  use  the 
blood  cost  center.  We  believe  that 
continuing  with  this  methodology, 
which  takes  into  account  the  unique 
charging  and  cost  accounting  structure 
of  each  provider,  results  in  median  costs 
for  blood  and  blood  products  that 
appropriately  reflect  the  relative 
estimated  costs  of  these  products.  As 
discussed  in  section  XIII.A.l.  of  this 
final  rule  with  comment  period,  we  also 
are  finalizing  our  proposal  to  create 
status  indicator  “R”  to  denote  blood  and 
blood  products  in  Addendum  B  to  this 
final  rule  with  comment  period  for 
publication  and  payment  purposes. 
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(3)  Single  Allergy  Tests 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41439  through  41440),  we 
proposed  to  continue  with  our 
mediodology  of  differentiating  single 
allergy  tests  (“per  test”)  from  multiple 
allergy  tests  (“per  visit”)  hy  assigning 
these  services  to  two  different  APCs  to 
provide  accurate  payments  for  these 
tests  in  CY  2009.  Multiple  allergy  tests 
are  currently  assigned  to  APC  0370 
(Allergy  Tests),  with  a  median  cost 
calculated  based  on  the  standard  OPPS 
methodology.  We  provided  billing 
guidance  in  CY  2006  in  Transmittal  804 
(issued  on  January  3,  2006)  specifically 
clarifying  that  hospitals  should  report 
chcuges  for  the  CPT  codes  that  describe 
single  allergy  tests  to  reflect  charges 
“per  test”  rather  than  “per  visit”  and 
should  bill  the  appropriate  number  of 
units  of  these  CPT  codes  to  describe  all 
of  the  tests  provided.  However,  as  noted 
in  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41439),  our  CY  2007  claims 
data  available  for  that  rule  for  APC  0381 
did  not  reflect  improved  and  more 
consistent  hospital  billing  practices  of 
“per  test”  for  single  allergy  tests.  The 
median  cost  of  APC  0381,  calculated  for 
the  proposed  rule  according  to  the 
standard  single  claims  OPPS 
methodology,  was  approximately  $51, 
significantly  higher  than  the  CY  2008 
median  cost  of  APC  0381  of 
approximately  $17  calculated  according 
to  the  “per  unit”  methodology,  and 
greater  than  we  would  expect  for  these 
procedures  that  are  to  be  reported  “per 
test”  with  the  appropriate  number  of 
units.  Some  claims  for  single  allergy 
tests  still  appear  to  provide  charges  that 
represent  a  “per  visit”  charge,  rather 
than  a  “per  test”  charge.  Therefore, 
consistent  with  our  pavment  policy  for 
CYs  2006,  2007,  and  2008,  we 
calculated  a  proposed  “per  unit” 
median  cost  for  APC  0381  of  $25,  based 
upon  520  claims  containing  multiple 
units  or  multiple  occurrences  of  a  single 
CPT  code.  For  a  full  discussion  of  this 
methodology,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66737). 

We  did  not  receive  any  public 
comments  on  our  CY  2009  proposal  for 
payment  of  single  allergy  tests. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
calculate  a  “per  unit”  median  cost  for 
APC  0381  as  described  above  in  this 
section.  The  final  CY  2009  median  cost 
of  APC  0381  is  approximately  $23. 

(4)  Echocardiography  Services 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41440),  we  proposed  to 
continue  the  packaging  of  payment  for 


all  contrast  agents  into  the  payment  for 
the  associated  imaging  procedure  for  CY 
2009,  as  we  did  in  CY  2008.  For 
echocardiography  services,  we  proposed 
to  estimate  median  costs  using  the  same 
methodology  that  we  used  to  set 
medians  for  these  services  for  CY  2008. 
In  CY  2008,  we  finalized  a  policy  to 
package  payment  for  all  contrast  agents 
into  the  payment  for  the  associated 
imaging  procedure,  regardless  of 
whether  the  contrast  agent  met  the 
OPPS  drug  packaging  threshold.  Section 
1833(t)(2)(G)  of  the  Act  requires  us  to 
create  additional  APC  groups  of  services 
for  procedures  that  use  contrast  agents 
that  classify  them  separately  from  those 
procedures  that  do  not  utilize  contrast 
agents.  To  reconcile  this  statutory 
provision  with  our  final  policy  of 
packaging  all  contrast  agents,  for  CY 
2008,  we  calculated  HCPCS  code¬ 
specific  median  costs  for  all  separately 
payable  echocardiography  procedures 
that  may  be  performed  with  contrast 
agents  by  isolating  single  and  “pseudo” 
single  claims  with  the  following  CPT 
codes  where  a  contrast  agent  was  also 
billed  on  the  claim:  93303 
(Transthoracic  echocardiography  for 
congenital  cardiac  anomalies: 
complete):  93304  (Transthoracic 
echocardiography  for  congenital  cardiac 
anomalies:  follow-up  or  limited  study): 
93307  (Echocardiography,  transthoracic, 
real-time  with  image  documentation 
(2D)  with  or  without  M-mode  recording: 
complete):  93308  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D)  with  or  without  M- 
mode  recording:  follow-up  or  limited 
study):  93312  (  Echocardiography, 
transesophageal,  real  time  with  image 
documentation  (2D)  (with  or  without  M- 
mode  recording):  including  probe 
placement,  image  acquisition, 
interpretation  and  report):  93315 
(Transesophageal  echocardiography  for 
congenital  cardiac  anomalies:  including 
probe  placement,  image  acquisition, 
interpretation  and  report):  93318 
(Echocardiography,  transesophageal 
(TEE)  for  monitoring  purposes, 
including  probe  placement,  real  time  2- 
dimensional  image  acquisition  and 
interpretation  leading  to  ongoing 
(continuous)  assessment  of 
(dynamically  changing)  cardiac 
pumping  function  and  to  therapeutic 
measures  on  an  immediate  time  basis): 
and  93350  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D),  with  or  without  M- 
mode  recording,  during  rest  and 
cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
pharmacologically  induced  stress,  with 
interpretation  and  report).  As  noted  in 


the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66644),  our 
analysis  indicated  that  all 
echocardiography  procedures  that  may 
be  performed  with  contrast  agents  are 
reasonably  similar  both  clinically  and  in 
terms  of  resource  use,  as  evidenced  by 
similar  HCPCS  code-specific  median 
costs. 

As  provided  for  under  the  statute,  for 
CY  2008,  we  created  APC  0128 
(Echocardiogram  With  Contrast)  to 
provide  payment  for  echocardiography 
procedures  that  are  performed  with  a 
contrast  agent.  In  addition,  as  discussed 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66644 
through  66646),  in  order  for  hospitals  to 
identify  separately  and  receive 
appropriate  payment  for 
echocardiography  procedures  performed 
with  contrast  beginning  in  CY  2008,  we 
created  eight  new  HCPCS  codes  (C8921 
through  C8928)  that  corresponded  to  the 
related  CPT  echocardiography  codes 
and  assigned  them  to  the  newly  created 
APC  0128.  We  instructed  hospitals 
performing  echocardiography 
procedures  without  contrast  to  continue 
to  report  the  CPT  codes  and  to  report 
the  new  HCPCS  C-codes  when 
performing  echocardiography 
procedures  with  contrast  or  without 
contrast  followed  by  with  contrast. 

As  noted  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41440),  claims 
data  from  CY  2008  are  not  yet  available 
for  ratesetting,  so  we  do  not  yet  have 
claims  data  specific  to  HCPCS  codes 
C8921  through  C8928  in  order  to 
determine  the  CY  2009  payment  rate^or 
APC  0128.  Therefore,  for  CY  2009,  we 
proposed  to  again  use  the  methodology 
that  we  used  to  set  the  CY  2008 
payment  rate  for  APC  0128  (72  FR 
66645).  That  is,  we  isolated  single  and 
“pseudo”  single  claims  in  our  database 
that  included  those  CPT  codes  in  the 
range  of  93303  through  93350  as 
described  above  in  this  section  that 
correspond  to  the  contrast  studies 
described  by  HCPCS  codes  C8921 
through  C8928.  For  claims  where  one  of 
these  echocardiography  procedures  was 
billed  with  a  contrast  agent,  we 
packaged  the  cost  of  the  contrast  agent 
into  the  cost  of  the  echocardiography 
procedure  and  then  calculated  a  median 
cost  for  APC  0128  using  this  subset  of 
claims.  As  in  CY  2008,  the  HCPCS  code¬ 
specific  median  costs  for 
echocardiography  procedures  performed 
with  contrast  are  all  similar,  and  we 
continue  to  believe  these  services  share 
sufficient  similarity  to  be  assigned  to  the 
same  APC. 

For  CY  2009,  we  also  recalculated  the 
median  cost  for  APCs  0269  (Level  II 
Echocardiogram  Without  Contrast 
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Except  Transesophageal);  0270 
(Transesophageal  Echocardiogram 
Without  Contrast);  and  0697  (Level  I 
Echocardiogram  Without  Contrast 
Except  Transesophageal),  as  we  did  in 
CY  2008  (72  FR  66645).  We  used  claims 
for  CPT  codes  93303  through  93350 
after  removing  claims  from  the 
ratesetting  process  that  included 
contrast  agents  because  these  claims 
were  used  to  set  the  median  cost  for 
APC  0128. 

Comment:  One  commenter  noted  that 
a  new  CPT  c6de  will  be  available  in  CY 
2009  that  combines  spectral  and  color 
Doppler  with  transthoracic 
echocardiography.  The  commenter 
stated  that  hospitals  using  this  code  in 
CY  2009  will  be  able  to  assign  costs  to 
this  new  code,  but  expressed  concern  as 
to  how  CMS  plans  to  provide  payment 
for  the  years  before  claims  data  are 
available. 

Response:  Typically,  our  process  for 
providing  payment  for  CPT  codes  that 
are  newly  recognized  under  the  OPPS 
for  payment  in  the  upcoming  calendar 
year  is  to  provide  interim  APC 
assignments  in  the  final  rule  with 
comment  period  for  that  upcoming  year. 
The  APC  assignment  of  these  codes  is 
then  open  to  comment  on  that  final  rule. 
We  note  that  there  are  circumstances 
regarding  the  new  CPT  code  referenced 
by  the  commenter,  CPT  93306 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D), 
includes  M-mode  recording,  when 
performed,  complete,  with  spectral 
Doppler  echocardiography,  and  with 
color  flow  Doppler  echocardiography), 
that  contributed  to  our  CY  2009  interim 
APC  assignment  for  that  code.  There 
were  also  several  factors  that 
contributed  to  our  decision  regarding 
the  final  APC  assignment  for  CPT  code 
93307  for  CY  2009. 

First,  as  discussed  above  in  this 
section,  in  CY  2008,  we  implemented 
HCPCS  C-codes  for  hospitals  to  identify 
echocardiography  procedures  provided 
with  contrast,  or  without  contrast 
followed  by  with  contrast.  As  these  data 
are  not  yet  available  for  ratesetting  for 
CY  2009,  we  used  the  same  process  for 
CY  2009  as  we  did  for  CY  2008  to 
separately  identify  echocardiography 
services  provided  with  contrast  and 
those  provided  without  contrast. 

Second,  the  American  Medical 
Association  (AMA)  revised  several  CPT 
codes  in  the  93000  series  to  more 
specifically  describe  particular  services 
provided  during  echocardiography 
procedures.  The  CY  2009  descriptor  for 
CPT  code  93306  essentially  includes  the 
services  described  in  CY  2008  by  CPT 
codes  93307  (Echocardiography, 
transthoracic,  real-time  with  image 


documentation  (2D)  with  or  without  M- 
mode  recording;  complete);  93320 
(Doppler  echocardiography,  pulsed 
wave  and/or  continuous  wave  with 
spectral  display;  complete)  and  93325 
(Doppler  echocardiography  color  flow 
velocity  mapping).  Therefore,  in  CY 
2008,  the  service  described  in  CY  2009 
by  new  CPT  code  93306  is  reported  with 
three  CPT  codes,  specifically  CPT  codes 
93307,  93320,  and  93325,  and  the 
hospital  receives  separate  payment  for 
CPT  code  93307  through  APC  0269,  into 
which  payment  for  the  other  two 
services  is  packaged.  The  revised  CY 
2009  descriptor  of  CPT  code  93307 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D), 
includes  M-mode  recording,  when 
performed,  complete,  without  spectral 
or  color  Doppler  echocardiography) 
explicitly  excludes  services  described 
by  CPT  codes  93320  and  93325. 

To  determine  the  hospital  costs  of 
CPT  codes  93306  and  93307  under  CY 
2009  definitions  for  purposes  of  CY 
2009  ratesetting,  we  redefined  our  CY 
2007  single  and  “pseudo”  single  claims. 
We  began  by  redefining  the  single 
claims  for  CPT  code  93307  billed  with 
packaged  CPT  codes  93320  and  93325 
as  single  claims  for  CPT  code  93306.  We 
identified  almost  600,000  CY  2007 
single  and  “pseudo”  single  claims  for 
CPT  code  93306.  We  then  limited  the 
single  claims  for  CPT  code  93307  to 
reflect  the  newly  revised  descriptor  for 
CY  2009,  that  is,  those  claims  where 
CPT  code  93307  w’as  not  billed  with 
either  packaged  CPT  code  93320  or  CPT 
code  93325.  We  identified  roughly 
13,000  single  and  “pseudo”  single 
claims  for  revised  CPT  code  93307. 

Having  created  claims  that  reflected 
CY  2009  definitions,  we  then  followed 
our  proposed  CY  2009  methodology  for 
calculating  HCPCS  code-specific 
median  costs  for  these 
echocardiography  procedures  with  and 
without  contrast  by  dividing  the  new  set 
of  single  and  “pseudo”  single  claims  for 
CPT  codes  93306  and  93307  into  those 
billed  without  and  with  contrast  agents. 
We  first  calculated  a  HCPCS  code¬ 
specific  median  cost  for  new  CPT  code 

93306  when  it  was  billed  without 
contrast.  We  had  over  500,000  claims 
that  fit  this  criterion,  and  the  median 
cost  for  this  service  was  approximately 
$425.  We  then  calculated  a  HCPCS 
code-specific  median  cost  for  CPT  code 

93307  under  the  newly  revised 
descriptor  for  CY  2009  without  contrast. 
We  had  approximately  13,000  claims 
that  fit  this  criterion.  The  median  cost 
for  this  service  was  approximately  $256. 

In  addition,  as  discussed  above  in  this 
section,  in  CY  2008,  we  began  providing 
separate  payment  for  echocardiography 


services  that  are  performed  with 
contrast  through  APC  0128.  In 
accordance  with  this  policy  and  the 
revised  and  new  CPT  codes,  we 
calculated  a  HCPCS  code-specific 
median  cost  for  new  CPT  code  93306 
using  the  set  of  redefined  single  claims 
billed  with  contrast.  Over  9,000  claims 
met  this  criterion,  and  the  median  cost 
for  CPT  code  93306  with  contrast  was 
approximately  $569.  Consistent  with 
our  CY  2008  policy  of  providing  HCPCS 
C-codes  for  billing  the  “with  contrast” 
form  of  the  echocardiography  CPT  code, 
we  identified  this  set  of  claims  to 
represent  new  HCPCS  code  C8929 
(Transthoracic  echocardiography  with 
contrast,  or  without  contrast  followed 
by  with  contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  complete, 
with  spectral  Doppler 
echocardiography,  and  with  color  flow 
Doppler  echocardiography). 

Finally,  we  calculated  a  HCPCS  code¬ 
specific  median  cost  for  CPT  code  93307 
using  single  claims  for  CPT  code  93307 
under  the  newly  revised  descriptor  for 
CY  2009  when  billed  with  contrast.  We 
had  168  claims  that  fit  this  criterion, 
and  the  median  cost  for  this  service  was 
approximately  $376.  We  identified  this" 
set  of  claims  to  represent  revised  HCPCS 
code  C8923  (Transthoracic 
echocardiography  with  contrast,  or 
without  contrast  followed  by  with 
contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  complete, 
without  spectral  or  color  Doppler 
echocardiography).  Based  on  their 
HCPCS  code-specific  median  costs,  we 
have  assigned  new  CPT  code  93306 
(with  a  median  cost  of  approximately 
$425  based  on  the  methodology 
described  above  in  this  section)  without 
contrast  to  APC  0269  for  CY  2009  on  an 
interim  basis.  In  addition,  we  have 
reassigned  CPT  code  93307  without 
contrast,  using  the  updated  CPT 
descriptor  and  the  criteria  described 
above  in  this  section  to  develop  a 
median  cost  of  approximately  $256,  to 
APC  0697  for  CY  2009.  We  have 
assigned  new  HCPCS  code  C8929  on  an 
interim  basis  and  revised  HCPCS  code 
C8923  on  a  final  basis  to  APC  0128.  All 
codes  with  interim  assignments  are 
designated  with  comment  indicator 
“NI”  in  Addendum  B  to  this  final  rule 
with  comment  period,  and  their  OPPS 
treatment  is  open  to  comment  in  this 
final  rule  with  comment  period. 

Comment:  One  commenter  disagreed 
with  the  proposed  payment  for  fetal 
echocardiography  services  in  general, 
while  several  other  commenters 
suggested  that  the  proposed  assignment 
of  CPT  code  76825  (Echocardiography, 
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fetal,  cardiovascular  system,  real  time 
with  image  documentation  (2D),  with  or 
without  M-mode  recording)  to  APC 
0266  (Level  II  Diagnostic  and  Screening 
Ultrasound)  and  CPT  code  76826 
(Echocardiography,  fetal,  cardiovascular 
system,  real  time  with  image 
documentation  (2D),  with  or  without  M- 
mode  recording:  follow-up  or  repeat 
study)  to  APC  0265  (Level  I  Diagnostic 
and  Screening  Ultrasound)  did  not 
provide  an  accurate  representation  of 
the  resources  required  by  these  two  CPT 
codes.  These  commenters  noted  that  the 
resources  required  to  perform  these 
procedures  differ  substantially  from  the 
other  services  included  in  APCs  0265 
and  0266  and  that  resource  use  exceeds 
that  for  comparable  studies  on  adults.  In 
addition,  the  commenters  suggested  that 
CMS  reassign  CPT  code  76825  to  APC 
0269  and  CPT  code  76826  to  APC  0697. 

Response:  We  agree  with  the 
commenters  that  the  services  described 
by  CPT  codes  76825  and  76826  are  most 
appropriately  grouped  with  the  services 
assigned  to  APCs  0269  and  0697, 
respectively.  The  resource  use  and 
clinical  characteristics  of  these  fetal 
echocardiography  services  resemble 
those  of  nonfetal  echocardiography 
services  also  assigned  to  APCs  0269  and 
0697  for  CY  2009.  Therefore,  we  are 
reassigning  CPT  code  76825  to  APC 
0269,  and  CPT  code  76826  to  APC  0697 
for  CY  2009.  In  reference  to  the  general 
comment  regarding  fetal 
echocardiography  services,  we  note  that 
CPT  codes  76827  (Doppler 
echocardiography,  fetal,  pulsed  wave 
and/or  continuous  wave  with  spectral 
display;  complete)  and  76828  (Doppler 
echocardiography,  fetal,  pulsed  wave 
and/or  continuous  wave  with  spectral 


display;  follow-up  or  repeat  study)  are 
also  included  in  this  general  service 
type.  We  have  reviewed  the  proposed 
APC  assignments  of  these  two  CPT 
codes,  and  we  have  concluded  that  the 
clinical  characteristics  of  these  services 
and  their  HCPCS  code-specific  median 
costs  from  hospital  claims  data 
(approximately  $92  and  $77, 
respectively)  are  similar  to  those  of 
other  services  also  assigned  to  APC 
0265,  which  has  a  final  CY  2009  APC 
median  cost  of  approximately  $61. 
Therefore,  in  the  absence  of  specific 
recommendations  to  move  these  codes 
to  another  APC  or  other  detailed 
information  from  commenters  in 
support  of  their  reassignment,  we 
believe  that  CPT  codes  76827  and  76828 
are  most  appropriately  assigned  to  APC 
0265  for  CY  2009,  as  we  proposed. 

Comment:  One  commenter  agreed 
with  our  procedure  regarding 
identifying  those  echocardiography 
procedures  with  and  without  contrast 
until  the  specific  HCPCS  C-code  data 
are  available  for  ratesetting  purposes. 
However,  the  commenter  expressed 
concern  that  because  of  low  utilization 
of  contrast  for  echocardiography 
procedures,  the  median  cost  for  APC 
0128  may  not  accurately  reflect  all  of 
the  resources  required  to  provide 
contrast  echocardiography  services.  The ' 
commenter  suggested  that  CMS  review 
those  echocardiography  procedures  that 
are  performed  with  contrast  and 
consider  creating  more  than  one  APC 
that  includes  echocardiography  services 
performed  with  contrast. 

Response:  We  have  reviewed  the 
HCPCS  code-specific  median  costs  for 
echocardiography  services  performed 
with  contrast  in  our  CY  2007  claims 
data,  and  we  continue  to  believe  that  the 


median  cost  of  APC  0128  accurately 
reflects  the  hospital  costs  of  performing 
echocardiography  procedures  with 
contrast.  We  see  no  need,  based  on 
clinical  characteristics  or  median  costs 
as  reflected  in  the  hospital  claims  data, 
to  develop  another  APC  for  certain 
echocardiography  procedures  with 
contrast.  Only  two  services  assigned  to 
APC  0128  for  CY  2009  are  significant 
procedures,  specifically  with  contrast 
studies  described  by  CPT  code  93306 
(based  on  the  subset  of  claims  that  met 
our  criteria  described  above  in  this 
section)  and  CPT  code  93350,  with 
median  costs  of  approximately  $569  and 
$537,  respectively.  Other 
echocardiography  services  are  rarely 
provided  with  contrast  to  Medicare 
beneficiaries.  Furthermore,  we  believe 
that  the  final  OPPS  coding  and  payment 
methodology  for  echocardiography 
services  allows  us  to  both  adhere  to  the 
statutory  requirement  to  create 
additional  groups  of  services  for 
procedures  that  use  contrast  agents  and 
to  continue  packaged  payment  for 
contrast  agents. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  payment  proposals  for 
echocardiography  services,  with 
modification  to  reassign  CPT  code 
93307  to  APC  0697  and  to  assign  new 
CPT  code  93306  to  APC  0269  based  on 
their  revised  and  new  CY  2009  CPT 
code  descriptors,  respectively.  In 
addition,  we  are  reassigning  CPT  code 
76825  and  CPT  code  76826  for  fetal 
echocardiography  services  to  APC  0269 
and  APC  0697,  respectively.  The  final 
echocardiography  APCs  and  their  CY 
2009  median  costs  are  listed  in  Table  4 
below. 


Table  4— CY  2009  Echocardiography  APCs 


Final  CY 
2009  APC 

■ 

CY  2009  APC  title 

Final  CY  2009 
approximate 
APC  median 
cost 

0128  . 

Echocardiogram  with  Contrast . 

$553 

0269  . 

Level  II  Echocardiogram  Without  Contrast  Except  Transesophageal . 

422 

0270  . 

T  ransesophageal  Echocardiogram  Without  Contrast . 

539 

0697  . 

Level  I  Echocardiogram  Without  Contrast  Except  T ransesophageal . 

249 

(5)  Nuclear  Medicine  Services 

In  CY  2008,  we  began  packaging 
payment  for  diagnostic 
radiopharmaceuticals  into  the  payment 
for  the  associated  nuclear  medicine 
procedure.  (For  a  discussion  regarding 
the  distinction  between  diagnostic  and 
therapeutic  radiopharmaceuticals,  we 
refer  readers  to  the  CY  2008  OPPS/ASC 
final  rule  at  72  FR  66636.)  Prior  to  the 


implementation  of  this  policy, 
diagnostic  radiopharmaceuticals  were 
subject  to  the  standard  OPPS  drug 
packaging  methodology  whereby 
payments  are  packaged  when  the 
estimated  mean  per  day  product  costs 
fall  at  or  below  the  annual  packaging 
threshold  for  drugs,  biologicals,  and 
radiopharmaceuticals. 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,  encounter,  or 


episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging  the  costs 
of  supportive  items  and  services  into  the 
payment  for  the  independent  procedure 
or  service  with  which  they  are 
associated  encourages  hospital 
efficiencies  and  also  enables  hospitals  to 
manage  their  resources  with  maximum 
flexibility.  All  nuclear  medicine 
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procedures  require  the  use  of  at  least 
one  radiopharmaceutical  or  other 
radiolabeled  product,  and  there  are  only 
a  small  number  of  radiopharmaceuticals 
that  may  be  appropriately  billed  with 
each  diagnostic  nuclear  medicine 
procedure.  For  the  OPPS,  we 
distinguish  diagnostic 
radiopharmaceuticals  from  therapeutic 
radiopharmaceuticals  for  payment 
purposes,  and  this  distinction  is 
recognized  in  the  Level  II  HCPCS  codes 
for  diagnostic  radiopharmaceuticals  that 
include  the  term  “diagnostic”  along 
with  a  radiopharmaceutical  in  their 
HCPCS  code  descriptors.  As  we  stated 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66635),  we 
believe  that  our  policy  to  package 
payment  for  diagnostic 
radiopharmaceuticals  (other  than  those 
aheady  packaged  when  their  per  day 
costs  are  below  the  packaging  threshold 
for  OPPS  drugs,  biologicals,  and 
radiopharmaceuticals)  is  consistent  with 
OPPS  packaging  principles,  provides 
greater  administrative  simplicity  for 
hospitals,  and  encourages  hospitals  to 
use  the  most  clinically  appropriate  and 
cost  efficient  diagnostic 
radiopharmaceutical  for  each  study.  For 
more  background  on  this  policy,  we 
refer  readers  to  discussions  in  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
42667  through  42672)  and  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66635  through  66641). 

For  CY  2008  ratesetting,  we  used  only 
claims  for  nuclear  medicine  procedures 
that  contained  a  diagnostic 
radiopharmaceutical  in  calculating  the 
median  costs  for  APCs  including 
nuclear  medicine  procedures  (72  FR 
66639).  This  is  similar  to  the  established 
methodology  used  for  device-dependent 
APCs  before  claims  reflecting  the 
procedure-to-device  edits  were  included 
in  our  claims  data.  For  CY  2008,  we  also 
implemented  claims  processing  edits 
(called  procedure-to-radiolabeled 
product  edits)  requiring  the  presence  of 
a  radiopharmaceutical  (or  other 
radiolabeled  product)  HCPCS  code 
when  a  separately  payable  nuclear 
medicine  procedure  is  present  on  a 
claim.  Similar  to  our  practice  regarding 
the  procedure-to-device  edits  that  have 
been  in  place  for  some  time,  we 
continually  review  comments  and 
requests  for  changes  related  to  these 
edits  and,  ba.sed  on  our  review,  may 
update  the  edit  list  during  our  quarterly 
update  process  if  necessary.  The 
radiopharmaceutical  (and  other 
radiolabeled  product)  and  procedure 
HCPCS  codes  that  are  included  in  these 
edits  can  be  viewed  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/ 


HospitalOutpatientPPS/ 

Oljoverview.asp. 

The  CY  2008  OPPS  claims  that  are 
subject  to  the  procedure-to-radiolabeled 
product  edits  will  not  be  available  for 
setting  payment  rates  until  CY  2010 
and,  therefore,  are  not  yet  available  to 
set  payment  rates  for  CY  2009. 

Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41440),  we 
proposed  to  continue  our  established 
CY  2008  methodology  for  setting  the 
payment  rates  for  APCs  that  include 
nuclear  medicine  procedures  for  CY 
2009.  We  used  an  updated  list  of 
radiolabeled  products,  including  but  not 
limited  to  diagnostic 
radiopharmaceuticals,  from  the 
procedure-to-radiolabeled  product  edit 
file  to  identify  single  and  “pseudo” 
single  claims  for  nuclear  medicine 
procedures  that  also  included  at  least 
one  eligible  radiolabeled  product.  Using 
this  subset  of  claims,  we  followed  our 
standard  OPPS  ratesetting  methodology, 
discussed  in  section  II.A.  of  this  final 
rule  with  comment  period,  to  calculate 
median  costs  for  nuclear  medicine 
procedures  and  their  associated  APCs. 

We  identified  those  APCs  containing 
nuclear  medicine  procedures  that  would 
be  subject  to  this  methodology  under 
our  CY  2009  proposal  in  Table  4  of  the 
CY  2009  OPPS/ASC  proposed  rule,  and 
shown  below  in  Table  5.  As  in  CY  2008, 
when  we  set  APC  median  costs  based  on 
single  and  “pseudo”  single  claims  that 
also  included  at  least  one  radiolabeled 
product  on  our  edit  file,  we  observed  an 
equivalent  or  higher  median  cost  than 
that  calculated  from  all  single  and 
“pseudo”  single  bills.  We  believe  that 
this  methodology  appropriately  ensures 
that  the  costs  of  diagnostic 
radiopharmaceuticals  are  included  in 
the  ratesetting  process  for  these  APCs. 

During  its  March  2008  meeting,  the 
APC  Panel  recommended  that  CMS 
continue  to  package  payment  for 
diagnostic  radiopharmaceuticals  for  CY 
2009.  In  addition,  the  APC  Panel 
recommended  that  CMS  present  data  at 
the  first  CY  2009  APC  Panel  meeting  on 
usage  and  frequency,  geographic 
distribution,  and  size  and  type  of 
hospitals  performing  nuclear  medicine 
studies  using  radioisotopes  in  order  to 
ensure  that  access  to  diagnostic 
radiopharmaceuticals  is  preserved  for 
Medicare  beneficiaries.  We  discuss, 
below,  our  response  to  these  APC  Panel 
recommendations  along  with  our 
response  to  public  comments. 

Comment:  A  number  of  the 
commenters  opposed  CMS’  proposed 
policy  to  package  payment  for  all 
diagnostic  radiopharmaceuticals  into 
their  associated  nuclear  medicine 
procedure.  They  noted  that  the  majority 


of  diagnostic  radiopharmaceuticals  are 
not  interchangeable,  and  for  that  reason, 
the  CMS  policy  of  packaging  all 
diagnostic  radiopharmaceuticals  into 
their  associated  nuclear  medicine 
procedure  does  not  foster  hospital 
efficiencies.  Some  of  these  commenters 
expressed  concern  that  packaging 
diagnostic  radiopharmaceuticals  into 
the  payment  for  associated  nuclear 
medicine  procedures  results  in 
overpayment  of  many  procedures, 
especially  those  using  existing  lower- 
cost  radiopharmaceuticals,  while  the 
bundled  payment  would  be  insufficient 
for  newer,  and  likely  more  expensive, 
radiopharmaceuticals. 

-  In  addition,  the  commenters 
requested  that  if  CMS  continues  to 
package  payment  for  diagnostic 
radiopharmaceuticals  into  payment  for 
their  associated  nuclear  medicine 
procedures,  CMS  should  revise  the 
nuclear  medicine  APCs  to  provide 
differential  payments  for  nuclear 
medicine  procedures  when  used  with 
different  radiopharmaceuticals.  Several 
commenters  identified  the  series  of 
tumor/infection  imaging  APCs, 
including  APCs  0406  (Level  I  Tumor/ 
Infection  Imaging),  0408  (Level  III 
Tumor/Infection  Imaging),  and  0414 
(Level  II  Tumor/Infection  Imaging),  for 
CMS’  attention  to  ensure  appropriate 
payment  for  low  volume,  high  cost 
radiopharmaceuticals.  One  commenter 
specifically  suggested  a  composite  APC 
for  specific  combinations  of  a  tumor 
imaging  scan  and  certain  diagnostic 
radiopharmaceuticals.  Several 
commenters  noted  that  there  is  wide 
variation  in  the  costs  of  diagnostic 
radiopharmaceuticals,  and  that 
composite  APCs  for  specific 
combinations  of  procedures  and 
diagnostic  radiopharmaceuticals  would 
be  necessary  to  ensure  adequate 
payment  to  hospitals  using  expensive 
diagnostic  radiopharmaceuticals.  Other 
commenters  suggested  that  the  ' 
significant  clinical  and  resource 
diversity  of  radiopharmaceuticals 
packaged  into  nuclear  imaging 
procedures  amounted  to  a  violation  of 
the  2  times  rule.  The  commenters 
explained  that  just  as  diagnostic 
radiopharmaceuticals  are  not 
interchangeable,  certain 
radiopharmaceuticals  are  indicated  for 
particular  types  of  diseases,  such  as 
cancer,  and  are  not  clinically  similar  to 
other  radiopharmaceuticals  used  for 
other  purposes,  such  as  tumor  imaging. 

Response:  We  understand  that  the 
selection  of  a  diagnostic 
radiopharmaceutical  for  a  particular 
nuclear  medicine  procedure  is  a 
complex  decision  based  on  many 
factors,  including  patient-specific 
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factors,  and  that  not  every  diagnostic 
radiopharmaceutical  is  hilly 
interchangeable  with  others.  However, 
as  stated  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66617),  we  believe  that  nonspecific 
packaging  (as  opposed  to  selected  code 
packaging)  based  on  combinations  of 
items  and  services  observed  on  hospital 
claims  is  fully  appropriate  because  of 
the  myriad  combinations  of  items  and 
services  that  can  be  appropriately 
provided  together.  Under  the  OPPS,  we 
package  payment  for  ancillary, 
supportive,  and  interrelated  items  and 
services  into  payment  for  the 
independent  services  they  accompany. 
As  we  discuss  in  section  II.A.4.  of  this 
final  rule  with  comment  period, 
packaging  promotes  hospital  efficiencies 
through  numerous  means,  not  only  just 
through  the  choice  of  which 
radiopharmaceutical  to  use  for  a  specific 
nuclear  medicine  scan.  While  all 
diagnostic  radiopharmaceuticals  may 
not  be  interchangeable,  we  believe  that 
packaging  the  costs  of  diagnostic 
radiopharmaceuticals,  however 
differential  those  costs  may  be,  into  the 
payment  for  nuclear  medicine  services 
that  use  these  products  is  appropriate, 
whether  there  is  one  product  or 
multiple  products  that  could  be  used  to 
furnish  the  particular  service  provided 
to  an  individual  patient.  The  OPPS  has 
a  history  of  packaging  items  that  are  not 
necessarily  interchangeable.  It  is  our 
longstanding  practice  to  package 
payment  for  nonpass-through 
implantable  medical  devices  into 
payment  for  the  procedure  in  which 
they  are  used,  notwithstanding  that 
there  may  be  different  devices  or 
combinations  of  devices  that  could  be 
used  to  furnish  a  service.  (For  a  more 
complete  discussion  of  the  history  of 
packaging  items,  we  refer  readers  to  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  at  72  FR  66639.) 
Therefore,  in  combination  with  our 
understanding  that  a  diagnostic 
radiopharmaceutical  is  never  provided 
without  an  accompanying  nuclear 
medicine  scan,  we  believe  that  it  is 
appropriate  to  package  the  payment  for 
all  diagnostic  radiopharmaceuticals  into 
the  payment  for  the  associated  nuclear 
medicine  procedure. 

With  regard  to  suggested  composites 
or  other  revisions  designed  to  isolate 
specific  nuclear  medicine  scans  with  a 
subset  of  diagnostic 

radiopharmaceuticals,  we  do  not  believe 
that  the  inability  to  substitute  one 
diagnostic  radiopharmaceutical  for 
another  is  a  compelling  reason  for 
creating  composite  APCs,  as  explained 
below.  We  developed  composite  APCs 


to  provide  a  single  pajrment  for  two  or 
more  services  that  are  typically 
performed  together  during  a  single 
clinical  encounter  and  that  result  in  the 
provision  of  a  complete  service. 
Composite  APCs  differ  from  packaging. 
Composite  APCs  provide  a  single 
payment  for  specific  combinations  of 
independent  services  that  would 
otherwise  be  separately  payable  if  they 
were  not  provided  together,  while 
packaging  entails  associating  the  cost  of 
ancillary,  supportive,  and  interrelated 
services  and  supplies  with  a  distinct 
service  or  composite  service.  Composite 
APCs  are  intended  to  expand  the  OPPS 
payment  bundles  to  encourage  hospital 
efficiencies.  Providing  a  single  payment 
for  a  specific  combination  of  a 
diagnostic  radiopharmaceutical  with  a 
particular  nuclear  medicine  procedure 
would  not  constitute  a  composite  APC 
and  would  provide  no  incentives  for 
hospital  efficiency.  From  the 
perspective  of  value-based  purchasing, 
we  see  no  benefit  to  paying  for  many 
individual  diagnostic 
radiopharmaceutical  and  nuclear 
medicine  procedure  combinations  over 
paying  separately  for  both  the  item  and 
service,  beyond  an  appearance  of 
bundling.  Such  an  approach  would  add 
complexity  to  ratesetting  and  would 
create  challenges  and  cost  instability 
because  payments  would  be  based  on 
data  from  small  numbers  of  claims  for 
certain  HCPCS  code  pairs.  As  noted 
above,  there  are  many  items  and 
services  that  we  package  under  the 
OPPS  that  are  similarly  not 
interchangeable  with  other  related  items 
and  services. 

We  understand  that  by  packaging 
payment  for  a  range  of  products  such  as 
diagnostic  radiopharmaCeuticals, 
payment  for  the  associated  nuclear 
medicine  procedure  may  be  more  or  less 
than  the  hospital’s  cost  for  these 
services  in  a  given  case.  As  stated  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66639),  we  note 
that  the  most  fundamental  characteristic 
of  a  prospective  payment  system  is  that 
payment  is  to  be  set  at  an  average  for  the 
service,  which,  by  definition,  means 
that  some  services  are  paid  more  or  less 
than  average.  As  explained  above  in  this 
section,  in  order  to  more  accurately 
account  for  these  packaged  services,  for 
CY  2009  ratesetting,  we  used  only 
correctly  coded  claims  for  nuclear 
medicine  procedures  that  contained  a 
radiolabeled  product  in  calculating  the 
CY  2009  median  costs  for  APCs 
including  nuclear  medicine  procedures. 

We  discu.ssed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66640)  the  issue  of  variability  in 
radiopharmaceutical  costs  or  other 


packaged  costs  creating  potential  2 
times  violations.  We  note  that  2  times 
violations  are  specific  to  the  total  cost 
of  the  primary  service,  nuclear  medicine 
scans  in  this  case,  including  packaged 
costs.  We  have  performed  our  standard 
review  of  the  APCs  using  updated  CY 
2007  claims  data  for  this  final  rule  with 
comment  period  and,  as  a  result,  have 
not  identified  any  2  times  violations  in 
the  APCs  containing  nuclear  medicine 
procedures,  when  calculated  as 
described  above.  (For  more  information 
on  the  2  times  rule,  we  refer  readers  to 
sections  III.B.2.  and  3.  of  this  final  rule 
with  comment  period.) 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  set  the  payment  rates 
for  APCs  containing  nuclear  medicine 
procedures  based  on  those  claims  that 
also  contain  a  radiolabeled  product  to 
ensure  that  the  costs  of  diagnostic 
radiopharmaceuticals  are  appropriately 
packaged  into  the  costs  of  nuclear 
medicine  procedures.  The  CY  2009 
APCs  to  which  nuclear  medicine 
procedures  are  assigned  and  for  which 
we  required  radiolabeled  products  on 
the  nuclear  medicine  procedure  claims 
used  for  ratesetting  are  displayed  in 
Table  5  below. 

Comment:  Several  commenters  cited 
concerns  regarding  the  proposed  APC 
assignments  and  proposed  payment 
rates  for  a  number  of  the  nuclear 
medicine  procedures.  These 
commenters  noted  that  the  APC 
assignments  of  certain  nuclear  medicine 
procedures  led  to  clinically  diverse 
procedures  being  grouped  together  for 
payment  purposes.  Furthermore,  they 
added  that,  in  some  cases,  nuclear 
medicine  procedures  with  very  different 
resource  requirements,  such  as  positron 
emission  tomography  (PET)  and  PET/ 
computed  tomography  (CT)  scans,  were 
grouped  together. 

Specifically,  one  commenter 
requested  that  (1)  CPT  code  78645 
(Cerebrospinal  fluid  flow,  imaging  (not 
including  introduction  of  material): 
shunt  evaluation)  be  reassigned  from 
APC  0403  (Level  I  Nervous  System 
Imaging)  to  APC  0402  (Level  II  Nervous 
System  Imaging):  (2)  CPT  code  78608 
(Brain  imaging,  positron  emission 
tomography  (PET):  metabolic 
evaluation)  be  reassigned  from  APC 
0308  (Non-Myocardial  Positron 
Emission  Tomography  (PET)  Imaging)  to 
a  more  appropriate  APC:  and  (3)  CPT 
codes  78000  (Thyroid  uptake:  single 
determination)  and  78001  (Thyroid 
uptake:  multiple  determinations)  be 
reassigned  from  APC  0389  (Level  I  Non¬ 
imaging  Nuclear  Medicine)  to  APC  0392 
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(Level  II  Non-imaging  Nuclear 
Medicine). 

Response:  We  have  performed  our 
annual  review  of  all  the  procedures  and 
APC  groupings  for  this  final  rule  with 
comment  period  based  on  updated  CY 
2007  claims  data.  The  HCPCS  code¬ 
specific  median  cost  of  CPT  code  78645 
is  approximately  $208  based  on  425 
single  claims,  which  is  reasonably  close 
to  the  median  cost  of  APC  0403  of 
approximately  $182,  where  we 
proposed  to  assign  the  service.  The 
commenter  recommended  assignment  of 
CPT  code  78645  to  APC  0402,  in  the 
same  nervous  system  imaging  series, 
with  an  APC  median  cost  of 
approximately  $536.  Based  on  this 
review  of  costs,  we  continue  to  believe 
CPT  code  78645  is  most  appropriately 
assigned  to  APC  0403  as  we  proposed, 
as  the  HCPCS  code-specific  median  cost 
of  CPT  code  78645  is  more  comparable 
to  the  level  of  hospital  resources  that  are 
reflected  in  the  median  cost  of  APC 
0403  than  the  level  of  resources 
reflected  in  the  median  cost  of  APC 
0402. 

There  is  a  single  APC  for 
nonmyocardial  PET  scans,  APC  0308, 
with  a  median  cost  of  approximately 
$1,014.  The  median  costs  of  all  CPT 
codes  assigned  to  that  APC,  including 
CPT  codes  for  PET  scans  and  PET/CT 
scans  and  CPT  code  78608  for  a 
metabolic  evaluation  of  the  brain  using 
PET,  range  from  approximately  $891  to 
$1,164,  demonstrating  very  significant 
resource  similarity.  Therefore,  we  do 
not  agree  with  commenters  that  the 
proposed  configuration  of  APC  0308 
should  be  modified  because  all  of  these 
nonujyocardial  services  that  use  PET 
technology  demonstrate  very  similar 
costs  and  share  clinical  similarity  as 
well. 

With  regard  to  the  thyroid  scans 
described  by  CPT  codes  78000  and 
78001,  these  procedures  have  HCPCS 
code-specific  median  costs  of 
approximately  $109  and  $117, 
respectively,  very  close  to  the  median 
cost  of  APC  0389  of  approximately 
$115,  where  we  proposed  to  assign 
them.  There  is  only  one  other  service, 
with  one  single  claim,  assigned  to  APC 
0389,  other  than  an  unlisted  code  whose 
data  do  not  contribute  to  ratesetting  for 
the  APC.  Therefore,  these  tVvo  CPT 
codes  determine  the  median  cost  of  APC 
0389.  In  contrast,  the  median  cost  of 
APC  0392,  their  recommended 
placement  according  to  the  commenter, 
is  approximately  $161,  substantially 
greater  than  the  median  costs  of  the  two 
thyroid  studies.  Therefore,  we  do  not 
believe  any  changes  to  the  proposed 
APC  assignments  of  CPT  codes  78000  or 
78001  are  justified. 


Comment:  Several  commenters 
disagreed  with  the  proposed  payment 
rate  for  myocardial  PET  scan  services 
because  they  believed  that  the  payment 
rate  is  based  on  inadequate  hospital  data 
consisting  of  fewer  than  2,800  claims. 
They  stated  that  the  CY  2009  proposed 
payment  rate  of  approximately  $1,143 
for  myocardial  PET  scan  services 
decreased  18  percent  compared  to  the 
CY  2008  payment  rate  of  approximately 
$1,400  for  these  services.  The 
commenters  believed  that  the  proposed 
payment  rate  for  APC  0307  (Myocardial 
Positron  Emission  Tomography  (PET) 
Imaging)  is  substantially  less  than  the 
cost  of  providing  the  services  involved, 
including  the  use  of  a  relatively  costly 
diagnostic  radiopharmaceutical.  They 
urged  CMS  to  accept  external  data  in 
light  of  the  limited  hospital  claims  data 
in  order  to  set  the  payment  rate  for 
myocardial  PET  scans.  If  external  data 
are  not  used  for  CY  2009  ratesetting,  the 
commenters  alternatively  recommended 
that  CMS  freeze  the  payment  rate  for 
myocardial  PET  scans  at  the  CY  2008 
payment  rate  of  approximately  $1,400 
for  CY  2009  to  ensure  greater  stability  in 
payment.  Some  commenters  asserted 
that  the  payment  rates  for  myocardial 
PET  studies  have  shown  significant 
volatility  over  the  past  4  years,  and 
requested  that  CMS  refrain  from 
implementing  the  proposed  payment 
reduction  and  work  towards  stabilizing 
the  payment  rate.  One  commenter 
suggested  placing  all  three  myocardial 
PET  scan  CPT  codes,  that  is  78459, 
78491,  and  78492,  In  New  Technology 
APC  1516  (New  Technology — Level  XVI 
($1400 — $1500)),  with  a  proposed  CY 
2009  payment  rate  of  $1,450,  for  at  least 
2  years,  to  stabilize  the  payment  for 
these  services.  Another  commenter 
urged  CMS  to  carefully  review  the 
claims  data  in  setting  the  final  payment 
rate  for  APC  0307. 

Response:  Analysis  of  the  CY  2007 
hospital  outpatient  claims  data  revealed 
that  the  HCPCS  code-specific  median 
costs  for  alt  three  myocardial  PET  scan 
procedures  that  we  proposed  to  retain  in 
APC  0307  are'about  the  same. 
Specifically,  the  HCPCS  code-specific 
median  costs  of  the  three  myocardial 
PET  scan  procedures  are  as  follows:  (1) 
For  CPT  code  78459,  the  median  cost  is 
approximately  $924  based  on  118  single 
claims;  (2)  For  CPT  code  78491,  the 
median  cost  is  approximately  $1,410 
based  on  28  single  claims;  and  (3)  For 
CPT  code  78492,  the  median  cost  is 
approximately  $1,142  based  on  1,809 
single  claims.  In  setting  the  CY  2009 
payment  rates  for  the  myocardial  PET 
scan  services,  according  to  our  standard 
ratesetting  methodology  for  clinical 


APCs  to  which  nuclear  medicine 
procedures  are  assigned,  we  used  only 
those  claims  with  a  radiolabeled 
product  reported,  to  ensure  correctly 
coded  claims.  We  packaged  the  cost  of 
the  diagnostic  radiopharmaceuticals 
used  in  the  studies  into  payment  for  the 
scans,  as  discussed  in  detail  in  section 
V.B.2.C.  of  this  final  rule  with  comment 
period.  We  believe  that  all  of  the 
myocardial  PET  scan  procedures  are 
appropriately  assigned  to  APC  0307 
based  on  consideration  of  their  clinical 
characteristics  and  resource  costs. 

While  we  utilized  external  data  in  the 
early  years  of  the  OPPS  for  ratesetting 
for  a  few  services,  we  now  rely  on  the 
cost  data  from  claims  as  the  system  has 
matured  and  we  have  gained  additional 
experience  in  ratesetting  for  HOPD 
services.  The  foundation  of  a  system  of 
relative  weights  like  the  OPPS  is  the 
relativity  of  the  costs  of  all  services  to 
one  another,  as  derived  ft’om  a 
standardized  system  that  uses 
standardized  inputs  and  a  consistent 
methodology.  Adoption  of  a  ratesetting 
methodology  for  APC  0307  that  is 
different  from  ratesetting  for  other  APCs 
containing  nuclear  medicine  procedures 
would  undermine  this  relativity.  We 
believe  that  we  have  sufficient  claims 
data  for  the  myocardial  PET  scan 
services  upon  which  to  base  the  CY 
2009  final  payment  rates.  In  fact,  the 
total  number  of  claims  for  these  services 
has  increased  steadily  over  the  past 
several  years.  There  were  2,576  claims 
for  CY  2004;  2,874  claims  for  CY  2005; 
3,094  claims  for  CY  2006;  and  3,537 
claims  for  CY  2007,  the  most  recent  year 
of  claims  available  for  CY  2009 
ratesetting.  The  historical  variability  in 
OPPS  payment  for  myocardial  PET  scan 
services  does  not  appear  to  have 
affected  the  access  of  Medicare 
beneficiaries  to  these  services.  GiVen 
that  these  services  have  been  assigned  to 
APC  0307  since  CY  2007,  with  payment 
based  on  the  most  current  hospital 
claims  and  Medicare  cost  report  data, 
we  believe  we  are  providing  a  stable  and 
consistent  payment  methodology  that 
appropriately  reflects  the  hospital 
resources  required  for  myocardial  PET 
scans.  Therefore,  we  see  no  reason  to 
“freeze”  the  payment  for  myocardial 
PET  scans  at  the  CY  2008  rate  when  we 
have  updated  hospital  claims 
information  available  for  ratesetting. 

Further,  we  do  not  agree  with  the 
recommendation  to  assign  myocardial 
PET  scan  services  to  New  Technology 
APC  1516,  because  these  services  are 
established  OPPS  services  of  moderate 
volume,  with  historical  claims  data 
available  for  a  number  of  past  years,  and 
they  do  not  fit  the  general  criteria  for 
services  considered  to  be  new 
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technology  services  under  the  OPPS.  We 
continue  to  believe  that  assignment  of 
CPT  codes  78459,  78491,  and  78492  to 
APC  0307  ensures  appropriate  payment 
for  the  services.  Assignment  to  New 
Technology  APC  1516,  which  has  a  CY 
2009  payment  rate  of  $1,450,  would 
result  in  overpayment  for  myocardial 
PET  scan  services  according  to  our  most 
recent  hospital  cost  data. 

Comment:  One  commenter  expressed 
concern  with  the  proposed  assignment 
of  the  multiple  myocardial  PET  scan 
procedure,  specifically  CPT  code  78492, 
to  the  same  APC  as  the  single 
myocardial  PET  scan  procedure, 
specifically  CPT  code  78491,  and 
believed  this  approach  would 
significantly  underpay  providers  for 
multiple  scanning  procedures.  The 
commenter  stated  that  multiple  scans 
require  greater  hospital  resources,  as 
well  as  increased  scan  times,  than  single 
scans,  and  argued  that  the  proposal 
would  result  in  underpayment  to  the 
facilities  providing  multiple  scan 
services.  The  commenter  further 
asserted  that  the  proposed  significant 
reduction  in  payment  from  CY  2008  to 
CY  2009  would  impact  patient  access  to 
these  services.  The  commenter  urged 
CMS  to  reevaluate  the  claims  data  for 
APC  0307  to  distinguish  between  the 
resources  necessary  to  provide  single 
versus  multiple  imaging  studies  before 
finalizing  the  proposed  CY  2009 
payment  rate  for  myocardial  PET  scan 
services. 

Response:  Based  on  our  CY  2007 
claims  data  used  for  this  final  rule  with 
comment  period,  the  HCPCS  code¬ 
specific  median  costs  for  all  three 
myocardial  PET  scan  services  that  we 
proposed  to  assign  to  APC  0307  are 
similar.  Approximately  93  percent  of 
the  CY  2007  claims  for  myocardial  PET 
scans  are  for  CPT  code  78492  for 
multiple  scans,  while  only 
approximately  1  percent  are  for  CPT 
code  78491,  the  single  scan  CPT  code 
referenced  by  the  commenter.  The 
median  cost  for  CPT  code  78492  of 
approximately  $1,142  is  actually  less 
than  the  median  cost  of  CPT  code  78491 
of  approximately  $1,410,  a 
counterintuitive  finding  that  is  likely . 
the  result  of  very  few  claims  for  CPT 
code  78491  from  a  small  number  of 
hospitals.  Nevertheless,  the  assignment 
of  single  myocardial  PET  scan 
procedures  to  the  same  APC  as  multiple 
scan  procedures  has  very  little  effect  on 
the  payment  rate  for  APC  0307,  which 
is  largely  driven  by  the  majority  of 
claims  for  multiple  scan  procedures.  As 
we  explained  previously  in  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68040  through  68041)  and 
the  CY  2008  OPPS/ASC  final  rule  with 


comment  period  (72  FR  66718),  based 
on  the  CY  2007  claims  data  used  for  this 
final  rule  with  comment  period,  we 
believe  that  the  assignment  of  CPT 
codes  78459,  78491,  and  78492  to  a 
single  clinical  APC  for  CY  2009  is 
appropriate  because  the  CY  2007  claims 
data  used  for  CY  2009  ratesetting  do  not 
support  a  payment  differential  between 
single  and  multiple  myocardial  PET 
scan  services. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  to  assign  CPT 
codes  78459,  78491,  and  78492  for 
myocardial  PET  scan  services  to  APC 
0307,  with  a  final  APC  median  cost  of 
approximately  $1,131  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposals,  without 
modification,  for  the  configurations  of 
APCs  containing  nuclear  medicine 
procedures.  The  final  APC  assignments 
of  all  CPT  codes  for  nuclear  medicine 
procedures  are  displayed  in  Addendum 
B  to  this  final  rule  with  comment 
period. 

Comment:  With  regard  to  the 
procedure-to-radiolabeled  product 
claims  processing  edits,  some 
commenters  suggested  that  CMS  create 
a  modifier  or  a  HCPCS  code  for 
hospitals  to  use  when  the  hospital 
performs  the  nuclear  medicine  scan  but 
does  not  supply  the  radiolabeled 
product.  The  commenters  noted  that 
this  would  be  an  appropriate  situation 
for  a  reduction  to  payment  for  the 
nuclear  medicine  procedure  in  order  to 
offset  the  packaged  diagnostic 
radiopharmaceutical  costs  not  incurred 
by  the  hospital  when  the  hospital  does 
not  provide  the  radiopharmaceutical. 

Response:  It  continues  to  be  our 
expectation  that,  in  accordance  with  the 
hospital  bundling  requirements, 
hospitals  will  provide  both  the 
diagnostic  radiopharmaceutical  and  the 
nuclear  medicine  procedure  because 
administration  of  the  diagnostic 
radiopharmaceutical  is  an  essential  part 
of  the  nuclear  medicine  study.  As  we 
stated  in  the  April  7,  2000  OPPS  final 
rule  (65  FR  18440),  “All  diagnostic  tests 
that  are  furnished  by  a  hospital,  directly 
or  under  arrangements,  to  a  registered 
hospital  outpatient  during  an  encounter 
at  a  hospital  are  subject  to  the  bundling 
requirements.”  We  further  explained 
that  the  hospital  is  not  responsible  for 
billing  the  diagnostic  test  if  a  hospital 
patient  leaves  the  hospital  and  goes 
elsewhere  to  obtain  the  diagnostic  test. 
However,  when  reporting  a  nuclear 
medicine  procedure  provided  in  the 
HOPD,  the  administration  of  the 
radiopharmaceutical  is  not  separately 


reported  because  the  administration  is 
considered  to  be  integral  to  the 
performance  of  the  nuclear  medicine 
procedure.  Therefore,  we  would  expect 
that  the  radiopharmaceutical  and  the 
accompanying  nuclear  medicine 
procedure  that  make  up  the  complete 
service  “furnished  to  hospital  patients, 
must  be  provided  directly  or  under 
arrangements  by  the  hospital  and  only 
the  hospital  may  bill  the  program,”  as 
we  also  stated  in  the  August  2,  2000 
OPPS  final  rule  (65  FR  18440). 

We  have  provided  a  specific 
accommodation  for  one  rare 
circumstance  where  the  HOPD  does  not 
furnish  a  diagnostic 
radiopharmaceutical  (or  other 
radiolabeled  product)  prior  to 
performing  a  nuclear  medicine 
procedure.  In  the  particular  case  where 
a  Medicare  beneficiary  receives  a 
radiolabeled  product  as  a  hospital 
inpatient  and  then  requires  a  nuclear 
medicine  procedure  as  a  hospital 
outpatient  but  does  not  require 
administration  of  a  diagnostic 
radiopharmaceutical,  as  of  October 
2008,  we  have  instructed  hospitals  to 
report  HCPCS  code  C9898  (Radiolabeled 
product  provided  during  a  hospital 
inpatient  stay)  with  a  token  charge  of 
less  than  $1.01  so  that  the  claims  for  the 
nuclear  medicine  procedure  may 
process  to  payment.  In  this  situation, 
which  we  have  been  told  is  rare,  the 
patient  would  not  receive  a  radiolabeled 
product  in  the  HOPD.  We  believe  the 
hospital  should  receive  payment  for  the 
nuclear  medicine  procedure  provided  in 
the  HOPD  and  the  hospital  bundling 
rules  would  not  present  a  problem 
because  the  radiolabeled  product  *' 
furnished  to  an  inpatient  was  not 
provided  for  purposes  of  the  nuclear 
medicine  study.  HCPCS  code  C9898  is 
recognized  as  a  radiolabeled  product 
code  for  purposes  of  the  procedure-to- 
radiolabeled  product  edits  incorporated 
in  the  I/OCE.  However,  we  do  not 
believe  that  the  development  of  a 
modifier,  additional  HCPCS  codes,  or  an 
offset  methodology  for  other 
circumstances,  such  as  the  patient 
receiving  a  radiopharmaceutical  in  the 
physician’s  office  when  the  nuclear 
medicine  procedure  is  provided  in  the 
HOPD,  would  be  appropriate  because  of 
the  hospital  bundling  requirements. 
Moreover,  in  those  situations  where  an 
exception  is  made,  such  as  when  a 
beneficiary  is  administered  a 
therapeutic  radiopharmaceutical  as  part 
of  a  hospital  inpatient  stay  and  then 
returns  to  the  HOPD  for  a  nuclear 
medicine  scan  without  needing  a 
diagnostic  radiopharmaceutical  to  be 
administered  for  the  study,  we  do  use 
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these  claims  for  ratesetting  purposes. 

We  believe  that  just  as  these  situations 
are  representative  of  the  use  of  a  nuclear 
medicine  scan,  it  is  also  appropriate  to 
include  them  for  ratesetting  purposes. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  provide  payment  for 
nuclear  medicine  procedures  on  OPPS 
claims  that  pass  the  procedure-to- 
radiolabeled  product  edits  incorporated 
in  the  I/OCE,  without  additional 
provisions  for  bypassing  those  edits  or 
offsetting  the  packaged  diagnostic 
radiopharmaceutical  costs  included  in 
the  procedure  payment  if  the 


radiopharmaceutical  is  administered 
outside  the  HOPD. 

In  summary,  because  we  are 
continuing  to  package  payment  for 
diagnostic  radiopharmaceuticals  in  CY 
2009  as  discussed  further  in  section 
V.B.2.C.  of  this  final  rule  with  comment 
period,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to  set 
the  nuclear  medicine  procedure 
payment  rates  based  on  those  correctly 
coded  claims  that  pass  the  claims 
processing  edits  that  ensure  that  a 
radiolabeled  product  is  included  on  the 
nuclear  medicine  procedure  claim.  We 
also  are  finalizing  the  proposed  APC 
configurations  for  those  APCs  to  which 


nuclear  medicine  procedures  are 
assigned.  In  doing  so,  we  are  accepting 
the  APC  Panel’s  March  2008 
recommendation  to  continue  to  package 
payment  for  diagnostic 
radiopharmaceuticals  for  CY  2009.  In 
addition,  we  are  accepting  another  APC 
Panel  recommendation  from  March 
2008  to  present  data  at  the  first  CY  2009 
APC  Panel  meeting  on  usage  and 
frequency,  geographic  distribution,  and 
size  and  type  of  hospitals  performing 
nuclear  medicine  studies  using 
radioisotopes  in  order  to  ensure  that 
access  to  diagnostic 
radiopharmaceuticals  is  preserved  for 
Medicare  beneficiaries. 


Table  5— APCs  Where  Nuclear  Medicine  Procedures  Are  Assigned  With  Median  Costs  Calculated  From 

Claims  With  an  Associated  Radiolabeled  Product 


Final  CY  2009  APC 

CY  2009  APC  Title 

0307  . 

Myocardial  Positron  Emission  Tomography  (PET)  imaging. 

0308  . 

. 

Non-Myocardial  Positron  Emission  Tomography  (PET)  imaging. 

0377  . 

Level  II  Cardiac  Imaging. 

0378  . 

Level  II  Pulmonary  Imaging. 

0389  . 

Level  1  Non-Imaging  Nuclear  Medicine. 

0390  . 

Level  1  Endocrine  Imaging. 

0391  . 

Level  II  Endocrine  Imaging. 

0392  . 

Level  II  Non-imaging  Nuclear  Medicine. 

0393  . 

Hematologic  Processing  &  Studies. 

0394  . 

Hepatobiliary  imaging. 

0395  . 

Gi  Tract  Imaging. 

0396  . 

Bone  imaging. 

0397  . 

Vascular  Imaging. 

0398  . 

Level  1  Cardiac  Imaging. 

0400  . 

Hematopoietic  Imaging. 

0401  ...... 

Level  1  Pulmonary  Imaging. 

0402  . 

Level  II  Nervous  System  Imaging. 

0403  . 

Level  1  Nervous  System  Imaging. 

0404  . 

Renal  and  Genitourinary  Studies. 

0406  . 

Level  1  Tumor/Infection  Imaging. 

0408  . 

Level  III  Tumor/Infection  Imaging. 

0414  . 

Level  11  Tumor/Infection  Imaging. 

(6)  Hyperbaric  Oxygen  Therapy 

Since  the  implementation  of  the  OPPS 
in  August  2000,  the  OPPS  has 
recognized  HCPCS  code  Cl 300 
(Hyperbaric  oxygen  under  pressure,  full 
body  chamber,  per  30  minute  interval) 
for  hyperbaric  oxygen  therapy  (HBOT) 
provided  in  the  hospital  outpatient 
setting.  In  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65758 
through  65759),  we  finalized  a  “per 
unit”  median  cost  calculation  for  APC 
0659  (Hyperbaric  Oxygen)  using  only 
claims  with  multiple  units  or  multiple 
occurrences  of  HCPCS  code  Cl 300 
because  delivery  of  a  typical  HBOT 
service  requires  more  than  30  minutes. 
We  observed  that  claims  with  only  a 
single  occurrence  of  the  code  were 
anomalies,  either  because  they  reflected 
terrninated  sessions  or  because  they 
were  incorrectly  coded  with  a  single 
unit.  In  the  same  rule,  we  also 


established  that  HBOT  would  not 
generally  be  furnished  with  additional 
services  that  might  be  packaged  under 
the  standard  OPPS  APC  median  cost 
methodology.  This  enabled  us  to  use 
claims  with  multiple  units  or  multiple 
occurrences.  Finally,  we  also  used  each 
hospital’s  overall  CCR  to  estimate  costs 
for  HCPCS  code  Cl 300  ft-om  billed 
charges  rather  than  the  CCR  for  the 
respiratory  therapy  or  other 
departmental  cost  centers.  The 
comments  on  the  CY  2005  OPPS 
proposed  rule  effectively  demonstrated 
that  hospitals  report  the  costs  and 
charges  for  HBOT  in  a  wide  variety  of 
cost  centers.  Since  CY  2005,  we  have 
used  this  methodology  to  estimate  the 
median  cost  for  HBOT.  The  median 
costs  of  HBOT  using  this  methodology 
have  been  relatively  stable  for  the  last  4 
years.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41442),  we 


proposed  to  continue  using  the  same 
methodology  to  estimate  a  “per  unit” 
median  cost  for  HCPCS  code  Cl 300  for 
CY  2009  of  approximately  $103,  using 
71,866  claims  with  multiple  units  or 
multiple  occurrences. 

Comment:  One  commenter  suggested 
that  the  payment  rate  per  unit  for  HBOT 
was  too  low  relative  to  the  commenter’s 
incurred  costs  for  the  hyperbaric  oxygen 
and  equipment.  The  commenter  further 
encouraged  CMS  to  instruct  providers  to 
be  sure  their  charges  are  appropriate 
and  offer  providers  specific  billing 
guidance  and  instruction  by  providing 
examples  of  charging  by  the  “unit”  for 
multiple  30  minute  sessions.  The 
commenter  noted  that  per  unit  billing 
can  be  confusing. 

,  Response:  In  response  to  the  comment 
on  the  adequacy  of  the  proposed 
payment  rate,  tbe  proposed 
methodology  represents  our  best 
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approach  to  estimating  a  valid  median 
cost  upon  which  to  base  a  payment  rate 
for  HBOT  services  for  GY  2009,  in  the 
context  of  the  per  30  minute  time  period 
specified  in  the  HCPCS  code  descriptor 
for  HCPCS  code  Cl 300.  All  OPPS 
payment  rates  are  based  on  the  middle 
or  median  estimated  cost  of  providing  a 
service  or  group  of  services.  For  any 
given  service  or  group  of  services,  we 
expect  that  some  hospitals  will  incur 
costs  higher  than  the  payment  rate  and 
some  less. 

We  agree  with  the  commenter  on  the 
importance  of  having  accurate  claims 
data  as  part  of  our  median  cost 
calculation  and  that  unit  billing  can  be 
challenging.  For  all  services,  we  do 
expect  hospitals  participating  in  the 
OPPS  to  be  familiar  with  CPT  and 
HCPCS  code  descriptors  and  to  bill 
accordingly.  We  provide  general 
direction  on  billing  units  for  HCPCS 
codes  under  the  OPPS  in  the  Medicare 
Claims  Processing  Manual,  Pub.  100-04, 
Chapter  4,  Section  20.4.  We  note  that 
HCPCS  code  C1300  has  been  in  use  for 
some  time.  Our  analysis  of  claims  for 
HCPCS  code  Cl 300  for  the  CY  2005 
OPPS  proposed  rule  indicated  that 
many  hospitals  understand  unit  billing 
for  HCPCS  code  C1300.  We  observed 
that  most  hospitals  billed  3  or  4  units 
for  an  HBOT  session,  and  these  multiple 
unit  claims  are  the  claims  we  used  for 
rateseting  for  CY  2009. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  continue  to  use  our 
established  ratesetting  methodology  for 
calculating  the  median  cost  of  APC  0659 
for  payment  of  HBOT,  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$101. 


(7)  Payment  for  Ancillary  Outpatient 
Services  When  Patient  Expires  (-CA 
Modifier) 

In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66798),  we 
discussed  the  creation  of  the  new 
HCPCS-CA  modifier  to  address 
situations  where  a  procedure  on  the 
OPPS  inpatient  list  must  be  performed 
to  resuscitate  or  stabilize  a  patient 
(whose  status  is  that  of  an  outpatient) 
with  an  emergent,  life-threatening 
condition,  and  the  patient  dies  before 
being  admitted  as  an  inpatient.  In 
Transmittal  A-02-129,  issued  on 
January  3,  2003,  we  instructed  hospitals 
on  the  use  of  this  modifier.  For  a 
complete  description  of  the  history  of 
the  policy  and  development  of  the 
payment  methodology  for  these 
services,  we  refer  readers  to  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68157  through  68158). 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41442),  we  projSosed  to 
continue  to  use  for  CY  2009  our 
established  ratesetting  methodology  for 
calculating  the  median  cost  of  APC  0375 
(Ancillary  Outpatient  Services  When 
Patient  Expires),  and  we  proposed  to 
continue  to  make  one  payment  under 
APC  0375  for  the  services  that  meet  the 
specific  conditions  for  using  modifier 
-CA.  We  proposed  to  calculate  the 
relative  payment  weight  for  APC  0375 
by  using  all  claims  reporting  a  status 
indicator  “C”  procedure  appended  with 
the  -CA  modifier,  using  estimated  costs 
from  claims  data  for  line-items  with  a 
HCPCS  code  assigned  status  indicator 
“G,”  “H,”  “K,”  “N,”  “Ql,”  “Q2,”  “Q3,” 
“R,”  “S,”  “T,”  “U,”  “V,”  and  “X”  and 
charges  for  packaged  revenue  codes 
without  a  HCPCS  code.  We  continue  to 
believe  that  this  methodology  results  in 
the  most  appropriate  aggregate  median 


cost  for  the  ancilleuy  services  provided 
in  these  unusual  clinical  situations. 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41442),  we 
believe  that  hospitals  are  reporting  the 
-CA  modifier  according  to  the  policy 
initially  established  in  CY  2003.  We 
noted  that  the  claims  ft-equency  for  APC 
0375  has  been  relatively  stable  over  the 
past  few  years.  Although  the  proposed 
median  cost  for  APC  0375  was  slightly 
lower  for  CY  2009  than  the  final  median 
cost  for  CY  2008,  generally  it  has 
increased  significantly  in  recent  years. 
Variation  in  the  median  cost  for  APC 
0375  is  expected  because  of  the  small 
number  of  claims  and  because  the 
specific  cases  are  grouped  by  the 
presence  of  the  -CA  modifier  appended 
to  an  inpatient  procedure  and  not 
according  to  the  standard  APC  criteria 
of  clinical  and  resource  homogeneity. 
Cost  variation  for  APC  0375  from  year 
to  year  is  anticipated  and  acceptable  as 
long  as  hospitals  continue  judicious 
reporting  of  the  -CA  modifier.  Table  5 
of  the  CY  2009  OPPS/ASC  proposed 
rule  showed  the  number  of  claims  and  - 
the  median  cost  for  APC  0375  from  CY 
2006  to  CY  2008.  For  CY  2009,  the  final 
median  cost  for  APC  0375  of 
approximately  $5,545  is  slightly  higher 
than  the  CY  2008  and  proposed  CY  2009 
median  costs. 

We  did  not  receive  any  public 
comments  regarding  this  proposal. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
continue  to  use  our  established 
ratesetting  methodology  for  calculating 
the  median  cost  of  APC  0375,  which  has 
a  final  CY  2009  APC  median  cost  of 
approximately  $5,545. 

Table  6  below  shows  the  number  of 
claims  and  the  final  median  cost  for 
APC  0375  from  CY  2006  to  CY  2009. 


Table  6 — Claims  for  Ancillary  Outpatient  Services  When  Patient  Expires  (-CA  Modifier)  for  CYs  2006 

Through  2009 


Prospective  payment  year 

Number  of  claims 

Final  approximate 
APC  median  cost 

CY  2006  . 

370 

$2,717 

CY  2007  . , . 

260 

3,549 

CY  2008  . 

183 

4,945 

CY  2009  . 

168 

5,545 

e.  Calculation  of  Composite  APC 
Criteria-Based  Median  Costs 

As  discussed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66613),  we  believe  it  is  important 
that  the  OPPS  enhance  incentives  for 
hospitals  to  provide  only  necessary, 
higb  quality  care  and  to  provide  that 
care  as  efficiently  as  possible.  For  CY 


2008,  we  developed  composite  APCs  to 
provide  a  single  payment  for  groups  of 
services  that  are  typically  performed 
together  during  a  single  clinical 
encounter  and  that  result  in  the 
provision  of  a  complete  service. 
Bundling  payment  for  multij)le 
independent  services  into  a  single  OPPS 
payment  in  this  way  enables  hospitals 


to  manage  their  resources  with 
maximum  flexibility  by  monitoring  and 
adjusting  the  volume  and  efficiency  of 
services  themselves.  An  additional 
advantage  to  the  composite  APC  model 
is  that  we  can  use  data  from  correctly 
coded  multiple  procedure  claims  to 
calculate  payment  rates  for  the  specified 
combinations  of  services,  rather  than 
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relying  upon  single  procedure  claims 
which  typically  are  low  in  volume  and/ 
or  incorrectly  coded.  We  refer  readers  to 
section  II.A.4.  of  the  CY  2008  OPPS/ 

ASC  final  rule  with  comment  period  for 
a  full  discussion  of  the  development  of 
the  composite  APC  methodology  (72  FR 
66611  through  66614  and  66650  through 
66652). 

We  continue  to  consider  the 
development  and  implementation  of 
larger  payment  bundles,  such  as 
composite  APCs,  a  long-term  policy 
objective  for  the  OPPS  and  continue  to 
explore  other  areas  where  this  payment 
model  may  be  utilized.  In  developing 
the  CY  2009  OPPS/ASC  proposed  rule, 
we  followed  the  same  methodology  for 
identifying  possible  composite  APCs  as 
we  did  for  CY  2008.  Specifically,  we 
examined  the  multiple  procedure  claims 
that  we  could  not  convert  to  single 
procedure  claims  to  identify  common 
combinations  of  services  for  which  we 
have  relatively  few  single  procedure 
claims.  We  then  performed  a  clinical 
assessment  of  the  combinations  that  we 
identified  to  determine  whether  our 
findings  were  consistent  with  our 
understanding  of  the  services  furnished. 
In  addition,  consistent  with  our  stated 
intention  to  involve  the  APC  Panel  in 
our  future  exploration  of  how  we  can 
develop  encounter-based  and  episode- 
based  payment  groups  (72  FR  66614), 
we  also  specifically  explored  a  possible 
composite  APC  for  radioimmunotherapy 
in  response  to  a  recommendation  of  the 
APC  Panel  firom  its  September  2007 
meeting. 

Aftep  performing  claims  analysis  and 
clinical  assessments  as  described 
earlier,  and  taking  into  consideration 
the  recommendation  of  the  APC  Panel 
from  its  March  2008  meeting  that  we 
continue  pursuing  a 
radioimmunotherapy  composite  APC, 
we  did  not  propose  a  composite  APC 
payment  for  radioimmunotherapy  for 
CY  2009,  as  discussed  further  in  section 
V.B.4.  of  this  final  rule  with  comment 
period.  However,  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41450),  we 
proposed  to  expand  the  composite  APC 
model  to  one  new  clinical  area  for  CY 
2009,  multiple  imaging  services,  as 
described  in  detail  in  section  II.A.2.e.(5) 
of  this  final  rule  with  comment  period. 
We  also  proposed  to  continue  for  CY 
2009  our  established  composite  APC 
policies  for  extended  assessment  and 
management,  low  dose  rate  (LDR) 
prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  and  mental  health  services,  as 
discussed  in  sections  II.A.2.e.(l), 
II.A.2.e.(2),  II.A.2.e.(3),  and  lI.A.2.e.(4), 
respectively,  of  this  final  rule  with 
comment  period  (73  FR  41443). 


Comment:  Many  commenters 
supported  the  development  and 
implementation  of  composite  APCs  as  a 
mechanism  to  encourage  efficient  and 
effective  care  and  to  use  multiple 
procedure  claims  that  otherwise  would 
not  be  available  for  ratesetting  because 
they  include  multiple  separately 
payable  procedures  furnished  on  the 
same  date  of  service.  The  commenters 
remarked  that  the  number  of  single  bills 
available  for  ratesetting  for  certain 
procedures  (particularly  those  requiring 
coding  combinations  to  represent  a 
complete  service)  remain  a  very  small 
percentage  of  total  billed  claims,  and 
recommended  that  CMS  develop 
composite  APCs  in  several  clinical  areas 
in  order  to  improve  OPPS  payment 
accuracy  and  include  more  correctly 
coded,  multiple  procedure  claims  in 
ratesetting.  For  example,  several 
commenters  urged  CMS  to  create 
composite  APCs  for  procedures 
involving' cardiac  resynchronization 
therapy  defibrillator  (CRT-D)  or  cardiac 
resynchronization  therapy  pacemaker 
(CRT-P)  devices.  The  commenters 
argued  that  the  procedures  involved  in 
the  implantation  of  CRT-D  and  CRT-P 
devices  are  major,  separately  payable 
services  that,  if  correctly  coded,  are 
always  represented  by  tbe  submission  of 
at  least  two  CPT  codes.  A  number  of 
commenters  recommended  the 
development  of  “composite”  APCs  to 
address  their  concerns  regarding  the 
proposed  packaging  of  certain  items  and 
services,  specifically  suggesting  the 
creation  of  “composite”  APC  payments 
for  various  combinations  of  individual 
services  and  specific  packaged  items  or 
services,  such  as  bronchoscopy 
procedures  with  endobronchial 
ultrasound  or  nuclear  medicine 
procedures  combined  with  specific 
diagnostic  radiopharmaceuticals. 

In  contrast  to  the  commenters 
requesting  that  CMS  create  additional 
composite  APCs,  several  commenters 
remarked  generally  that  CMS  should 
proceed  cautiously  as  it  expands  service 
bundling,  and  should  not  implement 
additional  composite  methodologies 
until  adequate  data  are  available  to 
evaluate  the  effectiveness  and  impact  on 
beneficiary  access  to  care  of  the 
composite  policies  implemented  in  CY 
2008.  Some  commenters  urged  CMS  to 
reevaluate  the  concept  of  composite 
APCs  to  ensure  they  are  truly  meeting 
the  objective  of  encouraging  more  cost 
efficient  care,  are  not  unfairly 
penalizing  hospitals  because  of  the 
acuity  of  the  patients  they  treat,  and  are 
not  making  the  system  unnecessarily 
complex. 

Response:  We  agree  with  commenters 
that  the  composite  APC  model  is  an 


important  and  effective  mechanism  for 
promoting  efficiency  and  paying  more 
appropriately  for  packages  of  services. 
The  composite  payment  methodology 
also  enables  us  to  use  more  claims  data 
and  generates  payment  rates  that  more 
accurately  reflect  the  reality  of  how 
hospitals  furnish  services.  Therefore,  we 
will  carefully  explore  the  commenters’ 
suggestions  for  additional  composite 
APCs  when  we  assess  what  payment 
policy  changes  might  be  appropriate  in 
the  future.  We  also  will  consider 
bringing  these  and  other  composite 
ideas  to  the  APC  Panel  for  further 
discussion. 

We  believe  we  are  proceeding  at  an 
appropriate  pace  in  the  development  of 
composite  APCs.  We  did  not  receive  any 
comments  on  the  CY  2009  OPPS/ASC 
proposed  rule  indicating  there  were 
access  problems  resulting  from  the 
implementation  of  composite  APCs  in 
CY  2008.  Furthermore,  we  believe  that 
the  composite  payment  methodology 
improves  the  accuracy  of  OPPS 
payment,  and  we  would  not  expect 
access  problems  or  other  difficulties  to 
arise  fi-om  a  methodology  that  utilizes 
more  complete  and  valid  claims  in 
ratesetting  than  our  standard  APC 
ratesetting  methodology.  We  also  do  not 
agree  that  the  composite  methodology 
makes  the  OPPS  payment  system 
unnecessarily  complex,  because  it 
utilizes  data  from  multiple  procedure 
claims  as  reported  by  hospitals  and  does 
not  require  hospitals  to  change  their 
coding  and  billing  practices  in  any  way. 

As  discussed  in  tne  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66650),  our  initial  work  on 
developing  composite  APCs  arose,  in 
part,  from  our  attempts  to  develop  an 
approach  to  utilize  common  multiple 
procedure  claims  that  were  not 
otherwise  available  for  ratesetting 
because  they  included  multiple 
separately  payable  procedures  furnished 
on  the  same  date  of  service.  Composite 
APCs  were  designed  to  expand  the 
payment  bundles  of  the  OPPS  by 
providing  a  single  payment  for  the 
totality  of  care  provided  in  a  hospital 
outpatient  encounter  that  would  be 
reported  with  two  or  more  HCPCS  codes 
for  otherwise  separately  payable 
component  services.  Similarly,  in  CY 
2008  tbe  expanded  unconditional 
packaging  of  items  and  services  also 
allowed  us  to  use  more  claims  data  from 
wbat  would  otherwise  be  multiple 
procedure  claims  and  to  expand  the 
OPPS  payment  bundles.  We  do  not 
consider  some  of  the  recommendations 
by  commenters  to  provide  unique 
payments  for  specific  combinations  of 
separately  payable  services  with  certain 
packaged  items  and  services  to  be 
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“composite”  APCs  that  move  toward  a 
single  payment  for  that  totality  of  a 
service  because,  in  such  cases,  we  are 
already  providing  only  a  single  payment 
for  the  totality  of  the  service,  including 
the  packaged  items  and  services.  Such 
an  approach  would  lead  to  smaller 
OPPS  payment  bundles,  would  not 
utilize  additional  multiple  procedure 
claims,  and  would  reduce  the  incentives 
for  hospital  efficiency  created  by 
packaging  payment. 

After  consideration  of  the  public 
comments  received,  for  CY  2009  we  are 
finalizing  our  proposal,  without 
modification,  to  continue  our 
established  composite  APC  policies  for 
extended  assessment  and  management, 
LDR  prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  and  mental  health  services,  as 
discussed  in  sections  Il.A.2.e.(l), 
lI.A.2.e.{2),  II.A.2.e.(3),  and  II.A.2.e.(4), 
respectively,  of  this  final  rule  with 
comment  period.  We  also  are  . 
implementing  a  new  composite 
payment  methodology  for  multiple 
imaging  services  provided  on  the  same 
date  of  service,  as  discussed  further  in 
section  Il.A.2.e.(5)  of  this  final  rule  with 
comment  period. 

(1)  Extended  Assessment  and 
Management  Composite  APCs  (APCs 
8002  and  8003) 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41443),  we  proposed  to 
continue  to  include  composite  APC 
8002  (Level  1  Extended  Assessment  and 
Management  Composite)  and  composite 
APC  8003  (Level  II  Extended 
Assessment  and  Management 
Composite)  in  the  OPPS  for  CY  2009.  In 
addition,  we  proposed  to  include 
HCPCS  code  G0384  (Level  5  hospital 
emergency  department  visit  provided  in 
a  type  B  emergency  department)  in  the 
criteria  that  determine  eligibility  for 
payment  for  composite  APC  8003  (73  FR 
41443)  for  CY  2009.  For  CY  2008,  we 
created  these  two  new  composite  APCs 
to  provide  payment  to  hospitals  in 
certain  circumstances  when  extended 
assessment  and  management  of  a  patient 
occur  (an  extended  visit).  In  most 
circumstances,  observation  services  are 
supportive  and  ancillary  to  the  other 
services  provided  to  a  patient.  In  the 
circumstances  when  observation  care  is 
provided  in  conjunction  with  a  high 
level  visit  or  direct  admission  and  is  an 
integral  part  of  a  patient’s  extended 
encounter  of  care,  payment  is  made  for 
the  entire  care  encounter  through  one  of 
two  composite  APCs  as  appropriate. 

As  defined  for  the  CY  2008  OPPS, 
composite  APC  8002  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  5) 


clinic  visit  or  direct  admission  to 
observation  in  conjunction  with 
observation  services  of  substantial 
duration  (72  FR  66648  through  66649). 
Composite  APC  8003  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  4  or  5) 
emergency  department  visit  or  critical 
care  services  in  conjunction  with 
observation  services  of  substantial 
duration.  HCPCS  code  G0378 
(Observation  services,  per  hour)  is 
assigned  status  indicator  “N,”  signifying 
that  its  payment  is  always  packaged.  As 
noted  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66648 
through  66649),  the  I/OCE  evaluates 
every  claim  received  to  determine  if 
payment  through  a  composite  APC  is 
appropriate.  If  payment  through  a 
composite  APC  is  inappropriate,  the  1/ 
OCE,  in  conjunction  with  the  PRICER, 
determines  the  appropriate  status 
indicator,  APC,  and  payment  for  every 
code  on  a  claim.  The  specific  criteria 
that  must  be  met  for  the  two  extended 
assessment  and  management  composite 
APCs  to  be  paid  are  provided  below  in 
the  description  of  the  claims  that  were 
selected  for  the  calculation  of  the 
proposed  CY  2009  median  costs  for 
these  composite  APCs.  The  general 
composite  APC  logic  and  observation 
care  reporting  criteria  have  also  been 
included  in  updates  to  the  Claims 
Processing  and  Benefit  Policy  Manuals 
through  Change  Request  5916 
(Transmittals  82  and  1145),  dated 
February  8,  2008,  and  we  did  not 
propose  to  change  these  criteria  for  the 
CY  2009  OPPS  (73  FR  41443). 

When  we  created  composite  APCs 
8002  and  8003  for  CY  2008,  we  retained 
as  general  reporting  requirements  for  all 
observation  services  those  criteria 
related  to  physician  order  and 
evaluation;  documentation;  and 
observation  beginning  and  ending  time 
as  listed  in  section  XI.  of  the  CY  2008 
final  rule  with  comment  period  (72  FR 
66812).  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41443),  we  did  not 
propose  to  change  these  reporting 
requirements  for  the  CY  2009  OPPS. 
These  are  more  general  requirements 
that  encourage  hospitals  to  provide 
medically  reasonable  and  necessary  care 
and  help  to  ensure  the  proper  reporting 
of  observation  services  on  correctly 
coded  hospital  claims  that  reflect  the 
full  charges  associated  with  all  hospital 
resources  utilized  to  provide  the 
reported  services. 

As  noted  in  detail  in  sections  IX. C. 
and  XL  of  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66802 
through  66805  and  66814),  we  saw  a 
normal  and  stable  distribution  of  clinic 
and  emergency  department  visit  levels. 


We  do  not  expect  to  see  an  increase  in 
the  proportion  of  visit  claims  for  high 
level  visits  as  a  result  of  the  new 
composite  APCs  adopted  for  CY  2008 
and  proposed  for  CY  2009.  Similarly, 
we  expect  that  hospitals  will  not 
purposely  change  their  visit  guidelines 
or  otherwise  upcode  clinic  and 
emergency  department  visits  reported 
with  observation  care  solely  for  the 
purpose  of  composite  payment.  As 
stated  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66648),  we  expect  to  carefully  monitor 
any  changes  in  billing  practices  on  a 
service-specific  and  hospital-specific 
level  to  determine  whether  there  is 
reason  to  request  that  Quality 
Improvement  Organizations  (QIOs) 
review  the  quality  of  care  furnished,  or 
to  request  that  Benefit  Integrity 
contractors  or  other  contractors  review 
the  claims  against  the  medical  record. 
However,  we  will  not  have  claims 
available  for  analysis  that  reflect  the 
new  CY  2008  payment  policy  for  the 
extended  assessment  and  management 
composite  APCs  until  the  CY  2010 
annual  OPPS  rulemaking  cycle. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41444),  we  proposed  to 
continue  the  extended  assessment  and 
management  composite  APC  payment 
methodology  for  APCs  8002  and  8003 
for  CY  2009.  As  stated  earlier,  we  also 
proposed  to  continue  the  general 
reporting  requirements  for  observation 
services  reported  with  HCPCS  code 
G0378.  We  continue  to  believe  that  the 
composite  APCs  8002  and  8003  and  the 
related  policies  provide  the  most 
appropriate  means  of  paying  for  these 
services.  We  proposed  to  calculate  the 
median  costs  for  APCs  8002  and  8003 
using  all  single  and  “pseudo”  single 
procedure  claims  for  CY  2007  that  meet 
the  criteria  for  payment  of  each 
composite  APC. 

Specifically,  to  calculate  the  proposed 
median  costs  for  composite  APCs  8002 
and  8003,  we  selected  single  and 
“pseudo”  single  claims  that  met  each  of 
the  following  criteria: 

1.  Did  not  contain  a  HCPCS  code  to 
which  we  have  assigned  status  indicator 
“T”  that  is  reported  with  a  date  of 
service  1  day  earlier  than  the  date  of 
service  associated  with  HCPCS  code 
G0378.  (By  selecting  these  claims  from 
single  and  “pseudo”  single  claims,  we 
had  already  assured  that  they  would  not 
contain  a  code  for  a  service  with  status 
indicator  “T”  on  the  same  date  of 
service.); 

2.  Contained  8  or  more  units  of 
HCPCS  code  G0378;  and 

3.  Contained  one  of  the  following 
codes: 
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•  In  the  case  of  composite  APC  8002, 
HCPCS  code  G0379  (Direct  admission  of 
patient  for  hospital  observation  care)  on 
the  same  date  of  service  as  G0378;  or 
CPT  code  99205  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  a  new  patient  (Level  5)); 
or  CPT  code  99215  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  an  established  patient 
(Level  5))  provided  on  the  same  date  of 
service  or  one  day  before  the  date  of 
service  for  HCPCS  code  G0378. 

•  In  the  case  of  composite  APC  8003, 
CPT  code  99284  (Emergency  department 
visit  for  the  evaluation  and  management 
of  a  patient  (Level  4));  CPT  code  99285 
(Emergency  department  visit  for  the 
evaluation  and  management  of  a  patient 
(Level  5)):  CPT  code  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes);  or  HCPCS  code 
G0384  provided  on  the  same  date  of 
service  or  one  day  before  the  date  of 
service  for  HCPCS  code  G0378.  (As 
discussed  in  detail  below,  we  proposed 
to  add  HCPCS  code  G0384  to  the 
eligibility  criteria  for  composite  APC 
8003  for  CY  2009.) 

We  applied  the  standard  packaging 
and  trimming  rules  to  the  claims  before 
calculating  the  proposed  CY  2009 
median  costs.  The  proposed  CY  2009 
median  cost  resulting  from  this  process 
for  composite  APC  8002  was 
approximately  $364,  which  was 
calculated  from  14,968  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  proposed  CY  2009 
median  cost  for  composite  APC  8003 
was  approximately  $670,  which  was 
calculated  from  83,491  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  This  is  the  same 
methodology  we  used  to  calculate  the 
medians  for  composite  APCs  8002  and 
8003  for  the  CY  2008  OPPS  (72  FR 
66649). 

As  discussed  in  more  detail  in  section 
lX.B.  of  this  final  rule  with  comment 
period,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41444),  we 
proposed  to  reassign  HCPCS  code 
G0384  from  APC  0608  (Level  5  Hospital 
Clinic  Visits)  to  APC  0616  (Level  5 
Emergency  Visits)  for  CY  2009. 
Consistent  with  this  change  for  CY 
2009,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41444),  we  also 
proposed  to  add  HCPCS  code  G0384  to 
the  eligibility  criteria  for  payment  of 
composite  APC  8003.  Because  these 
visits  are  rare,  we  would  not  expect  that 
adding  HCPCS  code  G0384  to  the 
eligibility  criteria  for  payment  for 
extended  assessment  and  management 
composite  APC  8003  would 
significantly  increase  the  relative 


firequency  of  the  Type  B  emergency 
department  Level  5  visits  reported  using 
HCPCS  code  G0384. 

As  discussed  further  in  sections  III.D 
and  IX.  of  this  final  rule  with  comment 
period  and  consistent  with  our  CY  2008 
final  policy,  when  calculating  the 
median  costs  for  the  clinic.  Type  A 
emergency  department  visit.  Type  B 
emergency  department  visit,  and  critical 
care  APCs  (0604  through  0617  and  0626 
through  0629),  we  would  utilize  our 
methodology  that  excludes  those  claims 
for  visits  that  are  eligible  for  payment 
through  the  two  extended  assessment 
and  management  composite  APCs,  that 
is  APC  8002  or  APC  8003.  We  believe 
that  this  approach  would  result  in  the 
most  accurate  cost  estimates  for  APCs 
0604  through  0617  and  0626  through 
0629  for  CY  2009. 

Also  as  discussed  in  section  XIII.A.l. 
of  this  final  rule  with  comment  period, 
for  CY  2009,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41520  through 
41521),  we  proposed  to  replace  current 
status  indicator  “Q”  with  three  new 
separate  status  indicators:  “Ql,”  “Q2,” 
and  “Q3”  for  CY  2009.  In  the  CY  2009 
OPPS,  ASC  proposed  rule  (73  FR  41520 
through  41521),  we  indicated  our  belief 
that  this  proposed  change  would  make 
our  policy  more  transparent  to  hospitals 
and  would  facilitate  the  use  of  status 
indicator-driven  logic  in  our  ratesetting 
calculations,  and  in  hospital  billing  and 
accounting  systems.  Under  this 
proposal,  status  indicator  “Q3”  would 
be  assigned  to  all  codes  that  may  be 
paid  through  a  composite  APC  based  on 
composite-specific  criteria  or  separately 
through  single  code  APCs  when  the 
criteria  are  not  met.  Therefore,  we 
proposed  that  each  of  the  direct 
admission,  clinic,  and  emergency 
department  visit  codes  that  may  be  paid 
through  composite  APCs  8002  and  8003 
be  assigned  status  indicator  “Q3”  for  CY 
2009.  We  proposed  that  HCPCS  code 
G0378  would  continue  to  be  always 
packaged  by  assigning  the  HCPCS  code 
status  indicator  “N,”  its  current  status 
indicator  under  the  CY  2008  OPPS. 

At  its  March  2008  meeting,  the  APC 
Panel  recommended  that  CMS  provide 
additional  data  related  to  the  frequency 
and  median  cost  for  the  extended 
assessment  and  management  composite 
APCs  and  length-of-stay  frequency 
distribution  data  for  observation 
services,  with  additional  detail  at  the 
24—48  hour  and  greater  than  48  hour 
levels.  At  the  APC  Panel’s  August  2008 
meeting,  we  provided  the  additional 
data  as  requested.  After  reviewing  the 
data  presented,  the  APC  Panel  requested 
that  additional  data  on  observation 
services  with  longer  lengths  of  stay, 
analyzed  by  hospital  characteristics,  be 


presented  at  the  next  meeting  of  the 
APC  Panel,  that  is,  the  APC  Panel’s  first 
CY  2009  meeting.  In  addition,  the  APC 
Panel  requested  that  an  analysis  of  CY 
2008  claims  data  for  clinic  visits, 
emergency  department  visits  (Type  A 
and  Type  B),  and  extended  assessment 
and  management  composite  APCs  be 
presented  at  the  first  CY  2009  meeting 
of  the  APC  Panel. 

At  its  August  2008  meeting,  the  APC 
Panel  also  recommended  that  CMS 
adopt  the  CY  2009  proposals  related  to 
the  extended  assessment  and 
management  composite  APCs, 
especially  in  reference  to  the  inclusion 
of  the  Level  5  Type  B  emergency 
department  visit  HCPCS  code  in  APC 
8003  (Level  II  Extended  Assessment  and 
Management  Composite).  Finally,  the 
APC  Panel  recommended  continuation 
of  the  Visits  and  Observation 
Subcommittee’s  work.  We  are  accepting 
each  of  the  APC  Panel’s 
recommendations  and  will  provide 
additional  data  and  analyses  as 
requested  at  the  first  CY  2009  meeting 
of  the  APC  Panel. 

Comment:  Several  commenters 
expressed  continued  support  for 
payment  of  composite  APC  8003,  which 
includes  a  high  level  emergency 
department  visit  or  critical  care  billed 
with  observation  services.  In  addition, 
several  commenters  supported  CMS’ 
proposal  to  include  the  Level  5  Type  B 
ED  visits,  reported  with  HCPCS  code 
G0384,  to  the  eligibility  criteria  for 
payment  of  composite  APC  8003  (Level 
II  Extended  Assessment  and 
Management  Composite).  Another 
commenter  asserted  that  the  extended 
assessment  and  management  APC 
criteria  are  arbitrary  because  they  do  not 
include  lower  level  emergency 
department  and  clinic  visits.  The  latter 
commenter  believed  that  observation 
care  is  medically  necessary  in 
association  with  low  level  visfts  in  some 
cases  and  that  the  observation  care  is 
often  identical  to  the  observation 
provided  to  individuals  in  association 
with  high  level  visits.  Therefore,  the 
commenter  concluded  that  the  proposed 
composite  payment  criteria  were 
arbitrary  because  no  payment  is  made 
for  the  medically  necessary  observation 
care  provided  in  association  with  a  low 
level  visit. 

Response:  We  appreciate  the 
commenter’s  support  for  continued 
payment  of  the  extended  assessment 
and  management  composite  APCs  and 
for  the  addition  of  HCPCS  code  G0384 
to  the  eligibility  criteria  for  payment  of 
composite  APC  8003. 

In  response  to  the  commenter  who 
stated  that  the  composite  APC  payment 
criteria  are  arbitrary,  payment  for  all 
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observation  care  is  packaged  under  the 
OPPS  but,  as  we  explained  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66648),  we 
believe  that  observation  care  only  rises 
to  the  level  of  a  major  component 
service  that  could  be  paid  through  a 
composite  APC  when  it  is  provided  for 
8  hours  or  more  in  association  with  a 
high  level  clinic  or  emergency 
department  visit.  Therefore,  we  do  not 
believe  it  would  be  appropriate  to 
provide  payment  for  observation  care  in 
association  with  a  low  level  clinic  or 
emergency  department  visit  through  a 
composite  APC  because  we  do  not 
believe  that  two  major  component 
services  are  provided  in  such  cases. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66649),  we 
estimated  that  roughly  90  percent  of  the 
instances  of  separately  payable 
observation  care  reported  in  CY  2006 
would  be  eligible  for  payment  through 
composite  APCs  8002  and  8003,  using 
the  CY  2008  final  criteria.  We  continue 
to  believe  that  most  instances  of 
observation  that  were  separately  payable 
in  CY  2006  would  have  been  eligible  for 
payment  under  composite  APCs  8002 
and  8003  under  the  CY  2009  OPPS.  In 
addition,  some  of  the  packaged 
observation  care  that  was  provided  in 
CY  2006  would  now  be  eligible  for 
payment  through  composite  APCs  8002 
and  8003  because  we  eliminated  the 
diagnosis  requirement  for  CY  2008. 
However,  for  observation  care  provided 
under  circumstances  that  do  meet  the 
criteria  for  composite  APC  payment, 
including  observation  in  association 
with  low  level  clinic  or  emergency 
department  visits,  we  continue  to 
believe  that  the  observation  is  ancillary 
and  supportive  to  those  other  services 
provided  to  the  patient  on  the  same  day. 
Therefore,  in  such  cases,  hospitals 
would  receive  payment  for  the 
observation  care  as  it  is  packaged  into 
payment  for  the  other  separately 
payable  services,  such  as  the  low  level 
clinic  or  emereency  department  visit. 

After  consideration  of  the  public 
comments  received  and  the 
recommendations  of  the  APC  Panel,  we 
are  finalizing  our  CY  2009  proposals, 
without  modification,  for  payment  of 
composite  APCs  8002  and  8003.  The  CY 

2008  criteria  and  payment  methodology 
finalized  for  composites  APCs  8,002  and 
8003  will  continue,  consistent  with  the 
APC  Panel’s  August  2008 
recommendation  in  support  of  our  CY 

2009  proposals  for  payment  of  extended 
assessment  and  management  composite 
APCs.  As  discussed  infection  IX.B.  of 
this  final  rule  with  comment  period,  we 
are  also  finalizing  our  proposal  to 
reassign  HCPCS  code  G0384  firom  APC 


0608  (Level  5  Hospital  Clinic  Visits)  to 
APC  0616  (Level  5  Emergency  Visits). 
Moreover,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
include  HCPCS  code  G0384  in  the 
criteria  that  determine  eligibility  for 
payment  of  composite  APC  8003, 
consistent  with  the  APC  Panel’s  August 
2008  recommendation  that  we  should 
adopt  this  proposal.  The  final  CY  2009 
median  cost  for  composite  APC  8002  is 
approximately  $367,  which  was 
calculated  from  17,501  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  final  CY  2009 
median  cost  ^or  composite  APC  8003  is 
approximately  $660,  which  was 
calculated  from  150,088  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria. 

Finally,  as  discussed  in  section 
XIII.A.l,  of  this  final  rule  with  comment 
\period,  we  are  finalizing  our  CY  2009 
proposal  to  replace  current  status 
indicator  “Q”  with  three  new  separate 
status  indicators:  “Ql,”  “Q2,”  and 
“Q3.”  Therefore,  each  of  the  direct 
admission,  clinic,  and  emergency 
department  visit  codes  that  may  be  paid 
through  composite  APCs  8002  and  8003 
are  assigned  status  indicator  “Q3” 

(Codes  that  May  be  Paid  Through  a 
Composite  APC)  for  CY  2009  in 
Addendum  B  to  this  final  rule  with 
comment  period. 

As  we  indicated  in  the  CY  2008  OPPS 
ASC  final  rule  with  comment  period, 

(72  FR  66802  through  66805  and  66814), 
we  saw  a  normal  and  stable  distribution 
of  clinic  and  emergency  department 
visits.  We  continue  not  to  expect  to  see 
an  increase  in  the  proportion  of  visit 
claims  for  high  level  visits  as  a  result  of 
the  new  composite  APCs  adopted  for  CY 
2008  and  proposed  for  CY  2009. 
Similarly,  we  expect  that  hospitals  will 
not  purposely  change  their  visit 
guidelines  or  otherwise  upcode  clinic 
and  emergency  department  visits 
reported  with  observation  care  solely  for 
the  purpose  of  composite  payment.  We 
would  also  remind  readers  that 
reasonable  and  necessary  observation 
care  is  a  supportive  and  ancillary 
service  for  which  payment  is  always 
packaged.  When  the  criteria  for  payment 
of  either  composite  APC  8002  or  8003 
are  met,  then  the  costs  associated  with 
observation  care  reported  with  HCPCS 
code  G0378  are  attributed  to  the  total 
costs  of  that  composite  APC.  When  the 
criteria  are  not  met,  the  costs  of 
observation  care  are  packaged  with  the 
costs  of  the  separately  payable 
independent  services  on  the  claim, 
usually  the  clinic  or  emergency 
department  visit.  Those  costs  are 
reflected  in  the  APC  payments  for  the 
independent  services.  Therefore, 


payment  is  made  for  observation  care  as 
part  of  the  payment  for  the  independent 
service.  The  absence  of  separate 
payment  for  observation  care  does  not 
equate  to  the  absence  of  Medicare 
coverage  for  the  service. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41444),  we  also  proposed 
that  the  payment  policy  for  separate 
payment  of  HCPCS  code  G0379  that  was 
finalized  for  the  CY  2008  OPPS  (72  FR 
66814  through  66815)  would  continue  , 
to  apply  for  CY  2009  when  the  criteria 
for  payment  of  this  service  through 
composite  APC  8002  are  not  met.  The 
criteria  for  payment  of  HCPCS  code 
G0379  under  either  composite  APC 
8002,  as  part  of  the  extended  assessment 
and  management  composite  service,  or 
APC  0604,  as  a  separately  payable 
individual  service  are:  (1)  Both  HCPCS 
codes  G0378  and  G0379  are  reported 
with  the  same  date  of  service;  and  (2)  no 
service  with  a  status  indicator  of  “T”  or 
“V”  or  Critical  Care  (APC  0617)  is 
provided  on  the  same  date  of  service  as 
HCPCS  code  G0379.  If  either  of  the 
above  criteria  is  not  met,  HCPCS  code 
G0379  is  assigned  status  indicator  “N” 
and  its  payment  is  packaged  into  the 
payment  for  other  sep^ately  payable 
services  provided  in  the  same 
encounter. 

We  did  not  receive  any  public 
comments  concerning  this  proposal. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  for 
separate  or  composite  APC  payment  of 
HCPCS  code  G0379  under  the  same 
circumstances  as  the  final  CY  2008 
policy.  If  the  criteria  for  separate  or 
composite  APC  payment  are  not  met, 
payment  for  HCPCS  code  G0379  is 
packaged  into  payment  for  the  other 
separately  payable  services  provided. 

(2)  LDR  Prostate  Brachytherapy 
Composite  APC  (APC  8001) 

LDR  prostate  brachytherapy  is  a 
treatment  for  prostate  cancer  in  which 
needles  or  catheters  are  inserted  into  the 
prostate,  followed  by  permanent 
implantation  of  radioactive  sources  into 
the  prostate  through  hollow  needles  or 
catheters.  At  least  two  CPT  codes  are 
used  to  report  the  composite  treatment 
service  because  there  are  separate  codes 
that  describe  placement  of  the  needles/ 
catheters  and  the  application  of  the 
brachytherapy  sources:  CPT  code  55875 
(Transperineal  placement  of  needles  or 
catheters  into  prostate  for  interstitial 
radioelement  application,  with  or 
without  cystoscopy)  and  CPT  code 
77778  (Interstitial  radiation  source 
application:  complex).  Generally,  the 
component  services  represented  by  both 
codes  are  provided  in  the  same 
operative  session  in  the  same  hospital 
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on  the  same  date  of  service  to  the 
Medicare  beneficiary  treated  with  LDR 
brachytherapy  for  prostate  cancer.  As 
discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66653),  OPPS  payment  rates  for  CPT 
code  77778,  in  particular,  have 
fluctuated  over  the  years.  We  were 
frequently  informed  by  the  public  that 
reliance  on  single  procedure  claims  to 
set  the  median  costs  for  these  services 
resulted  in  use  of  only  incorrectly  coded 
claims  for  LDR  prostate  brachytherapy 
because  a  correctly  coded  claim  should 
include,  for  the  same  date  of  service, 
CPT  codes  for  both  needle/catheter 
placement  and  application  of  radiation 
sources,  as  well  as  separately  coded 
imaging  and  radiation  therapy  planning 
services  (that  is,  a  multiple  procedure 
claim). 

In  order  to  base  payment  on  claims  for 
the  most  common  clinical  scenario,  and 
to  contribute  to  our  goal  of  providing 
payment  under  the  OPPS  for  a  larger 
bundle  of  component  services  provided 
in  a  single  hospital  encounter, 
beginning  in  CY  2008  we  provide  a 
single  payment  for  LDR  prostate 
brachytherapy  when  the  composite 
service,  billed  as  CPT  codes  55875  and 
77778,  is  furnished  in  a  single  hospital 
encounter.  We  base  the  payment  for 
composite  APC  8001  (LDR  Prostate 
Brachytherapy  Composite)  on  the 
median  cost  derived  from  claims  for  the 
same  date  of  service  that  contain  both 
CPT  codes  55875  and  77778  and  that  do 
not  contain  other  separately  paid  codes 
that  are  not  on  the  bypass  list.  In 
uncommon  occurrences  in  which  the 
services  are  billed  individually, 
hospitals  continue  to  receive  separate 
payments  for  the  individual  services. 

We  refer  readers  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66652  through  66655)  for  a  full 
history  of  OPPS  payment  for  LDR 
prostate  brachytherapy  and  a  detailed 
description  of  how  we  developed  the 
LDR  prostate  brachytherapy  composite 
APC. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41445),  we  proposed  to 
continue  paying  for  LDR  prostate 
brachytherapy  services  in  CY  2009 
using  the  composite  APC  methodology 
proposed  and  implemented  for  CY  2008. 
That  is,  we  proposed  to  use  CY  2007 
claims  on  which  both  CPT  codes  55875 
and  77778  were  billed  on  the  same  date 
of  service  with  no  other  separately  paid 
procedure  codes  (other  than  those  on 
the  bypass  list)  to  calculate  the  payment 
rate  for  composite  APC  8001.  Consistent 
with  our  CY  2008  practice,  we  would 
not  use  the  claims  that  meet  these 
criteria  in  the  calculation  of  the  median 
costs  for  APCs  0163  (Level  IV 


Cystourethroscopy  and  Other 
Genitourinary  Procedures)  and  0651 
(Complex  Interstitial  Radiation  Source 
Application)  to  which  CPT  codes  55875 
and  77778  are  assigned  respectively: 
median  costs  for  APCs  0163  and  0651 
would  continue  to  be  calculated  using 
single  procedure  claims.  We  note  that 
we  inadvertently  cited  APC  0313 
instead  of  APC  0651  as  the  assigned 
APC  for  CPT  code  77778  in  the  CY  2009 
OPPS/ASC  proposed  rule  at  73  FR 
41445.  However,  the  correct  APC  (0651) 
assignment  for  CPT  code  77778  was 
iacluded  in  Addenda  B  and  M  to  the 
proposed  rule,  and  our  CY  2009 
proposal  was  to  continue  to  assign  CPT 
code  77778  to  APC  0651.  As  discussed 
in  section  XIII.A.l.  of  this  final  rule 
with  comment  period,  we  also  proposed 
to  use  new  status  indicator  “Q3”  (Codes 
that  May  be  Paid  Through  a  Composite 
APC),  to  denote  HCPCS  codes  such  as 
CPT  codes  55875  and  77778  that  may  be 
paid  through  a  composite  APC  for 
publication  and  payment  purposes  for 
CY  2009,  rather  than  status  indicator 
“Q”  that  is  being  used  in  CY  2008.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41520  through  41521),  we 
proposed  the  status  indicator  change  to 
facilitate  identification  of  HCPCS  codes 
that  may  be  paid  through  composite 
APCs  and  to  facilitate  development  of 
the  composite  APC  median  costs  for  CY 
2009. 

We  continue  to  believe  that  this 
composite  APC  contributes  to  our  goal 
of  creating  hospital  incentives  for 
efficiency  and  cost  containment,  while 
providing  hospitals  with  the  most 
flexibility  to  manage  their  resources.  We 
also  continue  to  believe  that  data  fi-om 
claims  reporting  both  services  required 
for  LDR  prostate  brachytherapy  provide 
the  most  accurate  median  cost  upon 
which  to  base  the  composite  APC 
payment  rate. 

Using  partial  year  CY  2007  claims 
data  available  for  the  CY  2009  proposed 
rule,  we  were  able  to  use  6,897  claims 
that  contained  both  CPT  code  77778  and 
55875  to  calculate  the  median  cost  upon 
which  the  CY  2009  proposed  payment 
for  composite  APC  8001  was  based.  The 
proposed  median  cost  for  composite 
APC  8001  for  CY  2009  was 
approximately  $3,509.  This  was  an 
increase  compared  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  in  which  we  calculated  a  final 
median  cost  for  this  composite  APC  of 
approximately  $3,391  based  on  a  full 
year  of  CY  2006  claims  data.  The  CY 
2009  proposed  composite  APC  median 
was  slightly  less  than  $3,581,  the  sum 
of  the  proposed  median  costs  for  APCs 
0163  and  0651  ($2,388  +  $1,193),  the 
APCs  to  which  CPT  codes  55875  and 


77778  map  if  one  service  is  billed  on  a 
claim  without  the  other.  We  stated  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41445)  that  we  believe  the 
proposed  CY  2009  median  cost  for 
composite  APC  8001  of  approximately 
$3,509,  calculated  from  claims  we 
believe  to  be  correctly  coded,  would 
result  in  a  reasonable  and  appropriate 
payment  rate  for  this  service  in  CY 
2009. 

Comment:  One  commenter  supported 
the  continuation  of  the  LDR  prostate 
brachytherapy  composite  APC  but  urged 
CMS  to  closely  monitor  utilization  to 
ensure  access  to  this  therapy  is  not 
compromised  by  this  change  in  payment 
policy. 

Response:  We  appreciate  the 
commenter’s  thoughts  on  the  LDR 
prostate  brachytherapy  composite  APC. 
As  stated  previously,  we  believe  that  the 
composite  payment  methodology 
improves  the  accuracy  of  OPPS 
payment,  and  we  would  not  expect 
access  problems  or  other  difficulties  to 
arise  from  a  methodology  that  utilizes 
more  complete  and  valid  claims  in 
ratesetting  than  our  standard  APC 
ratesetting  methodology  for  the  services 
described  by  CPT  codes  55875  and 
77778  when  performed  together  on  the 
same  date  of  service.  When  the  CY  2008 
claims  become  available  for  the  CY  2010 
OPPS  rulemaking  cycle,  we  will 
examine  utilization  of  LDR  prostate 
brachytherapy  services  to  ensure  no 
inappropriate  changes  in  utilization 
have  occurred. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  continue  paying  for 
LDR  prostate  brachytherapy  services 
using  the  composite  APC  methodology 
implemented  for  CY  2008.  We  were  able 
to  use  845  claims  that  contained  both 
CPT  codes  77778  and  55875  to  calculate 
the  median  cost  upon  which  the  CY 
2009  final  payment  for  composite  APC 
8001  is  based.  The  final  median  cost  for 
composite  APC  8001  for  CY  2009  is 
approximately  $2,967.  We  note  that  this 
is  a  decrease  in  median  cost  compared 
to  the  CY  2009  OPPS/ASC  proposed 
rule  in  which  we  calculated  a  proposed 
median  cost  for  this  composite  APC  of 
approximately  $3,509.  We  also  note  that 
there  is  a  significant  decrease  in  the 
number  of  claims  used  for  calculating 
the  median  cost  for  APC  from  the  CY 
2009  proposed  rule  to  this  final  rule 
with  comment  period. 

We  believe  that  the  decreases  in  both 
the  median  cost  for  APC  8001  and  the 
number  of  claims  used  to  calculate  the 
median  cost  are  attributable  to  the 
removal  of  CPT  codes  in  the  radiation 
oncology  series  of  CPT  codes  from  the 
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bypass  list  in  response  to  public 
comments  because  the  codes  did  not 
meet  the  empirical  criteria  for  inclusion 
on  the  bypass  list,  as  discussed  in 
section  II.A.l.b.of  this  final  rule  with 
comment  period.  We  believe  that  some 
of  the  CPT  codes  that  were  removed 
from  the  bypass  list,  which  are  paid 
separately  in  addition  to  the  LDR 
prostate  brachytherapy  composite  APC, 
occur  so  frequently  on  claims  that  meet 
the  criteria  for  LDR  prostate 
brachytherapy  composite  payment  that 
their  removal  from  the  bypass  list 
resulted  in  the  significant  drop  in  the 
number  of  claims  that  could  be  used  to 
calculate  the  median  cost  for  APC  8001. 
However,  our  final  CY  2009  median  cost 
for  APC  8001  should  be  a  more  accurate 
reflection  of  the  cost  of  the  services  for 
which  the  composite  payment  is  made 
than  the  proposed  CY  2009  median  cost, 
because  it  is  most  likely  that  the 
packaged  costs  that  should  have  been 
associated  with  the  radiation  oncology 
codes  on  the  bypass  list  were  wrongly 
attributed  to  the  cost  of  the  LDR  prostate 
brachytherapy  composite  APC  in  the  CY 
2009  proposed  rule,  as  discussed  in 
more  detail  in  response  to  public 
comments  in  section  II.A.l.b.  of  this 
final  rule  with  comment  period.  The 
APC  8001  median  cost  that  we 
calculated  for  this  final  rule  with 
comment  period  no  longer  includes  the 
packaging  that  should  have  been 
attributed  to  the  codes  that  were  on  the 
bypass  list  but  did  not  meet  the 
empirical  criteria  for  the  bypass  list. 
Moreover,  the  line-item  costs  for  the 
radiation  oncology  codes  that  failed  the 
empirical  criteria  for  the  bypass  list  are 
no  longer  being  used  as  “pseudo”  single 
claims  without  their  associated 
packaging  to  set  the  payment  rates  for 
those  codes.  The  median  costs  for  these 
codes  should  also  be  more  accurate 
because  the  “pseudo”  single  procedure 
claims  that  lacked  the  appropriate 
packaging  are  no  longer  being  used  to 
set  the  medians  for  them. 

The  final  CY  2009  median  cost  for 
composite  APC  8001  of  approximately 
$2,967  is  slightly  less  than  $3,163,  the 
sum  of  the  median  costs  for  APC  0163 
and  APC  0651  ($2,316  +  $847),  the 
APCs  to  which  CPT  codes  55875  and 
77778  map  if  one  service  is  billed  on  a 
claim  without  the  other.  These  CPT 
codes  are  assigned  status  indicator  “Q3” 
in  Addendum  B  to  this  final  rule  with 
comment  period  to  identify  their  status 
as  potentially  payable  through  a 
composite  APC.  Their  composite  APC 
assignment  is  identified  in  Addendum 
M  to  this  final  rule  with  comment 
period. 


(3)  Cardiac  Electrophysiologic 
Evaluation  and  Ablation  Composite 
APC  (APC  8000) 

Cardiac  electrophysiologic  evaluation 
and  ablation  services  frequently  are 
performed  in  varying  combinations  with 
one  another  during  a  single  episode-of- 
care  in  the  hospital  outpatient  setting. 
Therefore,  correctly  coded  claims  for 
these  services  often  include  multiple 
codes  for  component  services  that  are 
reported  with  different  CPT  codes  and 
that,  prior  to  CY  2008,  were  always  paid 
separately  through  different  APCs 
(specifically,  APC  0085  (Level  II 
Electrophysiologic  Evaluation),  APC 
0086  (Ablate  Heart  Dysrhj’thm  Focus), 
and  APC  0087  (Cardiac 
Electrophysiologic  Recording/ 
Mapping)).  As  a  result,  there  would 
never  be  many  single  bills  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  and  those  that  are 
reported  as  single  bills  would  often 
represent  atypical  cases  or  incorrectly 
coded  claims.  As  described  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66655  through 
66659),  the  APC  Panel  and  the  public 
expressed  persistent  concerns  regarding 
the  limited  and  reportedly 
unrepresentative  single  bills  available 
for  use  in  calculating  the  median  costs 
for  these  services  according  to  our 
standard  OPPS  methodology. 

Effective  January  1,  2008,  we 
established  APC  8000  (Cardiac 
Electrophysiologic  Evaluation  and 
Ablation  Composite)  to  pay  for  a 
composite  service  made  up  of  at  least 
one  specified  electrophysiologic 
evaluation  service  and  one 
electrophysiologic  ablation  service. 
Calculating  a  composite  APC  for  these 
services  allowed  us  to  utilize  many 
more  claims  than  were  available  to 
establish  the  individual  APC  median 
costs  for  these  services,  and  we  also  saw 
this  composite  APC  as  an  opportunity  to 
advance  our  stated  goal  of  promoting 
hospital  efficiency  through  larger 
payment  bundles.  In  order  to  calculate 
the  median  cost  upon  which  the 
payment  rate  for  composite  APC  8000 
was  based,  we  used  multiple  procedure 
claims  that  contained  at  least  one  CPT 
code  from  group  A  for  evaluation 
services  and  at  least  one  CPT  code  from 
group  B  for  ablation  services  reported 
on  the  same  date  of  service  on  an 
individual  claim.  Table  9  in  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period,  and  Table  6  in  the  CY 

2009  OPPS/ASC  proposed  rule, 
reprinted  as  Table  7  below,  identified 
the  CPT  codes  that  were  assigned  to 
groups  A  and  B.  For  a  full  discussion  of 
how  we  identified  the  group  A  and 


group  B  procedures  and  established  the 
CY  2008  payment  rate  for  the  cardiac 
electrophysiologic  evaluation  and 
ablation  composite  APC,  we  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66655 
through  66659).  Where  a  service  in 
group  A  is  furnished  on  a  date  of  service 
that  is  different  from  the  date  of  service 
for  a  code  in  group  B  for  the  same 
beneficiary,  payments  are  made  under 
the  appropriate  single  procedure  APCs 
and  the  composite  APC  does  not  apply. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41446),  we  proposed  to 
continue  paying  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  in  CY  2009  using  the 
composite  APC  methodology 
established  for  CY  2008.  Consistent  with 
our  CY  2008  practice,  we  would  not  use 
the  claims  that  met  the  composite 
payment  criteria  in  the  calculation  of 
the  median  costs  for  APCs  0085  (Level 
II  Electrophysiologic  Procedures)  and 
0086  (Level  III  Electrophysiologic 
Procedures),  to  which  the  HCPCS  codes 
in  both  groups  A  and  B  for  composite 
APC  8000  were  otherwise  assigned. 
Median  costs  for  APCs  0085  and  0086 
would  continue  to  be  calculated  using 
single  procedure  claims.  As  discussed 
in  section  XIII.A.l.  of  this  final  rule 
with  comment  period,  we  also  proposed 
to  use  nevv  status  indicator  “Q3”  (Codes 
that  May  be  Paid  Through  a  Composite 
APC)  to  denote  HCPCS  codes  such  as 
the  cardiac  electrophysiologic 
evaluation  and  ablation  CPT  codes  that 
may  be  paid  through  a  composite  APC 
for  publication  and  payment  purposes 
for  CY  2009,  rather  than  the  status 
indicator  “Q”  that  is  being  used  in  CY 
2008. 

We  continue  to  believe  that  the 
composite  APC  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  is  the  most  efficient 
and  effective  way  to  use  the  claims  data 
for  the  majority  of  these  services  and 
best  represents  the  hospital  resources 
associated  with  performing  the  common 
combinations  of  these  services  that  are 
clinically  typical.  Furthermore,  this 
approach  creates  incentives  for 
efficiency  by  providing  a  single 
payment  for  a  larger  bundle  of  major 
procedures  when  they  are  performed 
together,  in  contrast  to  continued 
separate  payment  for  each  of  the 
individual  procedures. 

Using  partial  year  CY  2007  claims 
data  available  for  the  CY  2009  OPPS/ 
ASC  proposed  rule,  we  were  able  to  use 
5,603  claims  containing  a  combination 
of  group  A  and  group  B  codes  and 
calculated  a  proposed  median  cost  of 
approximately  $9,174  for  composite 
APC  8000.  This  was  an  increase 
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compared  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  in  . 
which  we  calculated  a  final  median  cost 
for  this  composite  APC  of 
approximately  $8,438  based  on  a  full 
year  of  CY  2006  claims  data.  We  stated 
in  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41446)  that  we  believe  that 
the  proposed  median  cost  of  $9,174 
calculated  from  a  high  volume  of 
correctly  coded  multiple  procedure 
claims  resulted  in  an  accurate  and 
appropriate  proposed  payment  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services  when  at  least  one 
evaluation  service  is  furnished  during 
the  same  clinical  encounter  as  at  least 
one  ablation  service.  Table  6  of  the  CY 
2009  OPPS/ASC  proposed  rule, 
reprinted  as  Table  7  below,  listed  the 
groups  of  procedures  upon  which  we 
proposed  to  base  composite  APC  8000 
for  CY  2009. 

Comment:  One  commenter  expressed 
support  for  CMS’  proposal  to  continue 


using  the  composite  APCs  created  in  CY 
2008,  in  particular  the  composite  APC 
for  cardiac  electrophysiologic 
evaluation  and  ablation  services. 

Response:  We  appreciate  the 
commenter’s  support  for  the  composite 
payment  methodology  in  general  and 
the  composite  APC  for  cardiac 
electrophysiologic  evaluation  and 
ablation  in  particular. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  continue  paying  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services  using  the 
composite  APC  methodology 
implemented  for  CY  2008.  For  this  final 
rule  with  comment  period,  we  were  able 
to  use  6,105  claims  from  CY  2007 
containing  a  combination  of  group  A 
and  group  B  codes  and  calculated  a  final 
median  cost  of  approximately  $9,206  for 
composite  APC  8000.  This  is  an  increase 
compared  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  in 


which  we  calculated  a  final  median  cost 
for  this  composite  APC  of 
approximately  $8,438  based  on  a  full 
year  of  CY  2006  claims  data.  We  believe 
that  the  final  median  cost  of  $9,206 
calculated  from  a  high  volume  of 
correctly  coded  multiple  procedure 
claims  results  in  an  accurate  and 
appropriate  final  payment  for  cardiac 
electroph5reiologic  evaluation  and 
ablation  services  when  at  least  one 
evaluation  service  is  furnished  during 
the  same  clinical  encounter  as  at  least 
one  ablation  service.  Table  7,  below, 
lists  the  groups  of  procedures  upon 
which  we  are  basing  composite  APC 
8000  for  CY  2009.  These  CPT  codes  are 
assigned  status  indicator  “Q3”  in 
Addendum  B  to  this  final  rule  with 
comment  period  to  identify  their  status 
as  potentially  payable  through  a 
composite  APC.  Their  composite  APC 
assignment  is  identified  in  Addendum 
M  to  this  final  rule  with  comment 
period. 


Table  7— Groups  of  Cardiac  Electrophysiologic  Evaluation  and  Ablation  Procedures  Upon  Which 

Composite  APC  8000  Is  Based 


Codes  used  in  combinations;  At  least  one  in  Group  A  and  one  in  Group  B 

CY  2009 
HCPCScode 

Final  single 
code  CY  2009 
APC 

Final  CY  2009 
SI 

(composite) 

Group  A 

Comprehensive  electrophysiologic  evaluation  with  right  atrial  pacing  and  recording,  nght  ven- 

tricular  pacing  and  recording,  His  bundle  recording,  including  insertion  and  repositioning  of 
multiple  electrode  catheters,  without  induction  or  attempted  induction  of  arrhythmia  . 

93619 

0085 

Q3 

Comprehensive  electrophysiologic  evaluation  including  insertion  and  repositioning  of  multiple 

electrode  catheters  with  induction  or  attempted  induction  of  arrhythmia;  with  right  atrial 
pacing  and  recording,  right  ventricular  pacing  and  recording.  His  bundle  recording . 

I  93620 

1  0085 

Q3 

Group  B 

Intracardiac  catheter  ablation  of  atrioventricular  node  function,  atrioventricular  conduction  for 

creation  of  complete  heart  block,  with  or  without  temporary  pacemaker  placement . 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  supraventricular  tach- 

93650 

1 

0085 

Q3 

ycardia  by  ablation  of  fast  or  slow  atrioventricular  pathways,  accessory  atrioventricular  con¬ 
nections  or  other  atrial  foci,  singly  or  in  combination  . 

93651 

0086 

Q3 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  ventricular  tachy- 

cardia . . . 

93652 

0086 

Q3 

(4)  Mental  Health  Services  Composite 
APC  (APC  0034) 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41446),  we  proposed  to 
continue  our  longstanding  policy  of 
limiting  the  aggregate  payment  for 
specified  less  intensive  mental  health 
services  furnished  on  the  same  date  to 
the  payment  for  a  day  of  partial 
hospitalization,  which  we  consider  to  be 
the  most  resource  intensive  of  all 
outpatient  mental  health  treatment  for 
CY  2009.  We  refer  readers  to  the  April 
7,  2000  OPPS  final  rule  with  comment 
period  (65  FR  18455)  for  the  initial 
discussion  oHhis  longstanding  policy. 


We  continue  to  believe  that  the  costs 
associated  with  administering  a  partial 
hospitalization  program  represent  the 
most  resource  intensive  of  all  outpatient 
mental  health  treatment,  and  we  do  not 
believe  that  we  should  pay  more  for  a 
day  of  individual  mental  health  services 
under  the  OPPS  than  the  partial 
hospitalization  per  diem  payment. 

For  CY  2009,  as  discussed  further  in. 
section  X.B.  of  this  final  rule  with 
comment  period,  we  proposed  to  create 
two  new  APCs,  0172  (Level  I  Partial 
Hospitalization  (3  services))  and  0173 
(Level  II  Partial  Hospitalization  (4  or 
more  services)),  to  replace  APC  0033 
(Partial  Hospitalization),  which  we 


proposed  to  delete  for  CY  2009  (73  FR 
41446).  In  summary,  when  a  community 
mental  health  center  (CMHC)  or  hospital 
provides  three  units  of  partial 
hospitalization  services  and  meets  all 
other  partial  hospitalization  payment 
criteria,  the  CMHC  or  hospital  would  be 
paid  through  APC  0172.  When  the 
CMHC  or  hospital  provides  four  or  more 
units  of  partial  hospitalization  services 
and  meets  all  other  partial 
hospitalization  payment  criteria,  the 
hospital  would  be  paid  through  APC 
0173.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41446  through 
41447),  we  proposed  to  set  the  CY  2009 
payment  rate  for  mental  health 
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composite  APC  0034  at  the  same  rate  as 
APC  0173,  which-is  the  maximum 
partial  hospitalization  per  diem 
payment.  In  the  proposed  rule,  we 
explained  that  we  believed  this  APC 
payment  rate  would  provide  the  most 
appropriate  payment  for  composite  APC 
0034,  taking  into  consideration  the 
intensity  of  the  mental  health  services 
and  the  differences  in  the  HCPCS  codes 
for  mental  health  services  that  could  be 
paid  through  this  composite  APC 
compared  with  the  HCPCS  codes  that 
could  be  paid  through  partial 
hospitalization  APC  0173.  Through  the 
I/OCE,  when  the  payment  for  specified 
mental  health  services  provided  by  one 
hospital  to  a  single  beneficiary  on  one 
date  of  service  based  on  the  payment 
rates  associated  with  the  APCs  for  the 
individual  services  would  exceed  the 
maximum  per  diem  partial 
hospitalization  payment  [listed  as  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services))],  those  specified 
mental  health  services  would  be 
assigned  to  APC  0034  (Mental  Health 
Services  Composite),  which  has  the 
same  payment  rate  as  APC  0173,  and  the 
hospital  would  be  paid  one  unit  of  APC 
0034.  In  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66651),  we  clarified  that  this 
longstanding  policy  regarding  payment 
of  APC  0034  for  combinations  of 
independent  mental  health  services 
provided  in  a  single  hospital  encounter 
resembles  the  payment  policy  for 
composite  APCs  that  we  finalized  for 
LDR  prostate  brachytherapy  and  cardiac 
electrophysiologic  evaluation  and 
ablation  services  for  CY  2008.  Similar  to 
the  logic  for  those  two  composite  APCs, 
the  I/OCE  currently  determines,  and  we 
proposed  for  CY  2009  that  it  would 
continue  to  determine,  whether  to  pay 
these  specified  mental  health  services 
individually  or  to  make  a  single 
payment  at  the  same  rate  as  the  APC 
0173  per  diem  rate  for  partial 
hospitalization  for  all  of  the  specified 
mental  health  services  furnished  on  that 
date  of  service.  However,  we  note  that 
this  established  policy  for  payment  of 
APC  0034  differs  from  the  payment 
policies  for  the  LDR  prostate 
brachytherapy  and  cardiac 
electrophysiologic  evaluation  and 
ablation  composite  APCs  because  APC 
0034  is  only  paid  if  the  sum  of  the 
individual  payment  rates  for  the 
specified  mental  health  services 
provided  on  one  date  of  service  exceeds 
the  APC  0034  payment  rate. 

For  CY  2008  (72  FR  66651),  we 
changed  the  status  indicator  to  “Q”  for 
the  HCPCS  codes  that  describe  the 
specified  mental  health  services  to 


which  APC  0034  applies  because  those 
codes  are  conditionally  packaged  when 
the  sum  of  the  payment  rates  for  the 
single  code  APCs  to  which  they  are 
assigned  exceeds  the  per  diem  payment 
rate  for  partial  hospitalization.  For  CY 
2009,  we  proposed  to  change  the  status 
indicator  from  “Q”  (Packaged  Services 
Subject  to  Separate  Payment  under 
OPPS  Payment  Criteria)  to  “Q3”  (Codes 
that  May  be  Paid  Through  a  Composite 
APC),  for  those  HCPCS  codes  that 
describe  the  specified  mental  health 
services  to  which  APC  0034  applies. 

This  was  consistent  with  our  proposal 
to  change  the  status  indicator  from  “Q” 
to  “Q3”  for  all  HCPCS  codes  that  may 
be  paid  through  composite  APCs,  in 
order  to  further  refine  our  identification 
of  the  different  types  of  conditionally 
packaged  HCPCS  codes  that  were 
previously  all  assigned  the  same  status 
indicator  “Q”  under  the  OPPS.  In  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41447),  we  proposed  to  apply  this 
status  indicator  policy  to  the  HCPCS 
codes  that  were  assigned  to  composite 
APC  0034  in  Addendum  M  to  the 
proposed  rule.  We  also  proposed  to 
change  the  status  indicator  from  “P” 
(Partial  Hospitalization)  to  “S” 
(Significant  Procedure,  Not  Discounted 
when  Multiple),  for  APC  0034. 

Although  APC  0034  has  been 
historically  assigned  status  indicator 
“P”  under  the  OPPS,  this  APC  provides 
payment  for  mental  health  services  that 
are  furnished  in  an  HOPD  outside  of  a 
partial  hospitalization  program.  As  we 
noted  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41447),  this 
proposed  status  indicator  change  should 
have  no  practical  implications  for 
hospitals  from  a  billing  or  payment 
perspective.  Rather,  we  believed  that  it 
would  be  more  appropriate  to  assign 
status  indicator  “S”  to  an  APC  that 
describes  mental  health  services  that  are 
provided  outside  of  a  partial 
hospitalization  program  (73  FR  41447). 
We  refer  readers  to  section  XIII.A.  of 
this  final  rule  with  comment  period  for 
a  complete  discussion  of  status 
indicators  and  our  status  indicator 
changes  for  CY  2009. 

Comment:  Several  commenters  were 
concerned  that  claims  data  from  CMHCs 
and  hospitals  were  used  to  calculate  the 
proposed  payment  for  APC  0173.  The 
payment  for  APC  0173  would  be  the 
upper  limit  of  payment  a  hospital  could 
receive  for  outpatient  mental  health 
services  provided  in  one  day.  These 
commenters  believed  that  hospital  cost 
data,  and  not  CMHC  cost  data,  should 
be  used  to  set  payment  rates  for  hospital 
services.  One  commenter  believed  that 
the  proposed  payment  rate  for  APC  0173 


was  too  low  and,  therefore,  established 
the  mental  health  cap  on  payment  of 
HOPD  mental  health  services  at  an 
inappropriately  low  payment  rate.  The 
commenter  noted  that  most  patients 
receiving  hospital  outpatient  mental 
health  services  generally  receive  four  or 
more  services  per  day,  for  1  to  3  days. 

In  these  cases,  according  to  the 
commenter,  if  an  HOPD  provided  four 
particular  mental  health  services  in  one 
day,  that  department  of  the  hospital 
would  receive  full  payment  for  the  first 
two  services,  partial  payment  for  the 
third  service,  and  no  payment  for  the 
fourth  service. 

Response:  As  discussed  in  detail  in 
section  X.  of  this  final  rule  with 
comment  period,  the  payment  rates  for 
APCs  0172.and  0173  are  set  consistent 
with  hospital-only  cost  data  for  CY 
2009,  instead  of  using  both  hospital  and 
CMHC  cost  data.  This  final  policy 
results  in  an  increase  of  the  median  cost 
of  APC  0173  from  approximately  $174 
as  proposed  to  approximately  $200, 
using  hospital-only  cost  data.  Hospital- 
only  data  have  been  used  in  the  past  to 
set  the  PHP  payment  rates  when  the 
CMHC  data  were  unavailable  or  too 
volatile  to  use.  This  year  using  the 
CMHC  data  would  significantly  reduce 
the  current  rate  and  negatively  impact 
hospital-based  PHPs.  Additionally, 
using  only  the  hospital-based  PHP  data 
results  in  a  Level  II  Partial 
Hospitalization  rate  (APC  0173)  that  is 
close  to  the  current  payment  level 
($203).  Therefore,  we  are  finalizing  the 
two-tiered  payment  rates  as  proposed, 
but  using  hospital-based  PHP  data  only. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66739),  we  continue  to  believe  that  the 
costs  associated  with  administering  a 
partial  hospitalization  program 
represent  the  most  resource  intensive  of 
all  outpatient  mental  health  treatment, 
and  we  do  not  believe  that  we  should 
pay  more  for  a  day  of  individual  mental 
health  services  under  the  OPPS.  The 
mental  health  payment  limitation  will 
rise  and  fall  in  the  same  manner  as 
payment  for  partial  hospitalization 
services.  We  note  that  our  final  CY  2009  * 
policy  which  sets  the  payment  rate  for 
APC  0173  for  partial  hospitalization 
services  based  on  hospital-only  cost 
data  for  CY  2009  results  in  payment  for 
APC  0034,  the  limit  on  aggregate 
payment  for  specified  less  intensive 
mental  health  services  provided  on  one 
day  in  the  HOPD,  to  now  be  based  on 
hospital  cost  data,  as  requested  by 
several  commenters. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  limit  the  a'^gregate 
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payment  for  specified  less  intensive 
outpatient  mental  health  services 
furnished  on  the  same  date  by  a  hospital 
to  the  payment  for  a  day  of  partial 
hospitalization,  specifically  APC  0173. 
For  CY  2009,  we  are  also  finalizing, 
without  modification,  our  proposal  to 
change  the  status  indicator  from  “Q”  to 
“Q3”  for  those  HCPCS  codes  that 
describe  the  specified  mental  health 
services  to  which  APC  0034  applies.  For 
CY  2009,  we  also  are  finalizing  the 
proposal  to  change  the  status  indicator 
for  APC  0034  from  “P”  to  “S.” 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  6006,  8007,  and 
8008) 

Under  current  OPPS  policy,  hospitals 
receive  a  full  APC  payment  for  each 
imaging  service  on  a  claim,  regardless  of 
how  many  procedures  are  performed 
during  a  single  session  using  the  same 
imaging  modality  or  whether  the 
procedures  are  performed  on  contiguous 
body  areas.  In  response  to  a  2005 
MedPAC  recommendation  to  reduce  the 
technical  component  payment  for 
multiple  imaging  services  performed  on 
contiguous  body  areas,  CMS  proposed  a 
payment  reduction  policy  for  multiple 
imaging  procedures  performed  on 
contiguous  body  areas  in  both  the  CY 
2006  MPFS  proposed  rule  (70  FR  45849 
through  45851)  and  the  CY  2006  OPPS 
proposed  rule  (70  FR  42748  through 
42751).  In  the  March  2005  MedPAC 
report  entitled,  “Report  to  the  Congress: 
Medicare  Payment  Policy,”  MedPAC 
concluded  that  Medicare’s  physician’s 
office  payment  rates  for  imaging 
services  were  based  on  each  service 
being  provided  independently  and  that 
the  rates  did  not  account  for  efficiencies 
that  may  be  gained  when  multiple 
studies  using  the  same  imaging 
modality  are  performed  in  the  same 
session.  In  both  the  CY  2006  MPFS 
proposed  rule  (70  FR  45849)  and  the  CY 
2006  OPPS  proposed  rule  (70  FR 
42751),  we  suggested  that  although  each 
imaging  procedure  entails  the  use  of 
hospital  resources,  including  certain 
staff,  equipment,  and  supplies,  some  of 
those  resource  costs  are  not  incurred 
twice  when  the  procedures  are 
performed  in  the  same  session  and  thus, 
should  not  be  paid  as  if  they  were 
incurred  twice.  Specifically,  for  CY 
2006,  for  both  the  MPFS  and  the  OPPS, 
we  proposed  to  apply  a  50-percent 
reduction  in  the  payment  for  certain 
second  and  subsequent  imaging 
procedures  performed  during  the  same 
session,  similar  to  the  longstanding 
OPPS  policy  of  reducing  payments  for 
certain  second  and  subsequent  surgical 
procedures  performed  during  the  same 
operative  session.  We  developed  the  50- 
percent  reduction  estimate  using  MPFS 


input  data  to  estimate  the  practice 
expense  resources  associated  with 
equipment  time  and  indirect  costs  that 
would  not  occur  for  the  second  and 
subsequent  procedures.  We  proposed 
that  the  reduction  would  apply  only  to 
individual  services  within  11 
designated  imaging  families,  which 
were  comprised  of  procedures  utilizing 
similar  modalities  across  contiguous 
body  areas  and  developed  based  on 
MPFS  billing  data.  The  imaging 
modalities  included  in  the  proposal 
were  ultrasound,  computed  torhography 
(CT),  computed  tomographic 
angiography  (CTA),  magnetic  resonance 
imaging  (MRI),  and  magnetic  resonance 
angiography  (MRA).  Prior  to  making  the 
proposal  for  the  OPPS,  we  confirmed 
that  the  CY  2004  OPPS  claims  for  the 
CY  2006  OPPS  update  demonstrated 
comparable  clustering  of  imaging 
procedures  by  modality  and  within 
family.  The  OPPS  and  MPFS  imaging 
services  provided  across  families  would 
not  be  subject  to  the  reduction  policy  as 
proposed  for  CY  2006.  The  proposed  11 
families  of  imaging  services  for  the 
proposed  CY  2006  OPPS  and  MPFS 
multiple  imaging  payment  reduction 
policy  were  as  follows: 

•  Ultrasound  (Chest/ Abdomen/ 
Pelvis-Non-Obstetrical) 

•  CT  and  CTA  (Chest/Thorax/ Abd/ 
Pelvis) 

•  CT  and  CTA  (Head/Brain/Orbit/ 
Maxillofacial/Neck) 

•  MRI  and  MRA  (Chest/ Abd/Pelvis) 

•  MRI  and  MRA  (Head/Brain/Neck) 

•  MRI  and  MRA  (Spine) 

•  CT  (Spine) 

•  MRI  and  MRA  (Lower  Extremities) 

•  CT  and  CTA  (Lower  Extremities) 

•  MR  and  MRI  (Upper  Extremities 
and  Joints) 

•  CT  and  CTA  (Upper  Extremities) 

In  response  to  the  multiple  imaging 

payment  reduction  policy  proposed  for 
the  CY  2006  OPPS  (70  FR  68707 
through  68708),  several  commenters 
requested  that  we  postpone 
implemeritation  until  we  performed 
further  analyses  and  were  able  to  find 
more  substantial,  hospital-based  data  to 
support  the  50-percent  payment 
reduction  rather  than  base  the  policy  on 
MPFS  data.  The  commenters  argued 
that,  unlike  a  relative  value  unit  (RVU) 
estimate  of  the  total  resources  associated 
with  a  single  service  for  the  MPFS,  the 
OPPS  cost-based  methodology  already 
incorporates  the  efficiencies  of 
performing  multiple  procedures  during 
the  same  session  and  that  median  cost 
estimates  for  single  procedures  reflect 
these  savings.  Specifically,  an  imaging 
CCR  consists  of  the  labor  and  allocated 
capital  and  overhead  costs  for  all 
imaging  provided  in  a  department 


specified  by  each  hospital  on  its  cost 
report,  divided  by  the  total  charges  for 
all  imaging  services  provided.  In  short, 
commenters  stated  that  because  the 
OPPS  cost  estimates  used  for  setting  the 
OPPS  payment  rates  for  imaging 
services  already  reflect  costs  for  a 
department  in  general,  the  CCR  used  to 
adjust  charges  to  costs  currently 
incorporated  savings  from  the  imaging 
efficiencies  associated  with  multiple 
procedures  provided  in  a  single  session. 
By  applying  this  CCR  to  every  charge  on 
a  claim,  the  commenters  noted  that  CMS 
averages  multiple  imaging  efficiencies 
for  all  imaging  services  across  all  service 
costs  estimated  with  the  departmental 
CCR.  At  its  August  2005  meeting,  the 
APC  Panel  heard  this  and  other 
arguments  and  recommended  that  CMS 
postpone  implementation  of  the  policy 
for  a  year  in  order  to  gather  more  data 
on  the  impact  of  the  proposed  changes. 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68516),  we 
acknowledged  that,  based  on  our 
analysis  of  how  hospitals  report  charges 
and  costs  for  diagnostic  radiology 
services,  it  may  be  correct  that  the 
median  costs  from  hospital  claims  data 
for  the  imaging  services  in  the  11 
families  proposed  for  the  reduction 
policy  already  reflect  reduced  median 
costs  based,  in  part,  on  hospitals’ 
provision  of  multiple  imaging  services 
in  a  single  session.  However,  we 
expressed  concern  that  the  marginal 
effect  of  imaging  efficiencies  on  a  given 
CCR  may  be  negligible,  thereby 
underestimating  the  impact  of  multiple 
imaging  efficiencies,  especially  where 
hospitals  reported  all  diagnostic 
radiology  services  in  one  cost  center  and 
did  not  split  the  costs  and  charges  for 
advanced  imaging  with  CT,  MRI,  or 
ultrasound  into  separate  cost  centers. 
Because  efficiencies  are  inherent  in  our 
cost  methodology,  our  analysis  did  not 
provide  a  definitive  answer  regarding 
how  much,  on  average,  the  OPPS 
median  costs  for  single  imaging  services 
in  the  11  families  are  reduced  due  to 
existing  hospital  efficiencies  related  to 
multiple  services  provided  in  a  single 
session.  Accordingly,  we  did  not 
implement  a  multiple  imaging  payment 
reduction  policy  for  the  OPPS  in  CY 
2006  (a  modified  MPFS  multiple 
imaging  payment  reduction  policy  was 
implemented  with  a  25-percent 
reduction  for  certain  second  and 
subsequent  imaging  services  for  CY 
2006,  and  that  same  reduction  policy 
currently  remains  in  effect  under  the 
MPFS).  In  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68707 
through  68708),  we  stated  that, 
depending  upon  the  results  of  future 
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analyses,  we  might  revisit  this  issue  and 
propose  revisions  to  the  structure  of  our 
payment  rates  for  imaging  procedures  in 
order  to  ensure  that  those  rates  properly 
reflect  the  relative  costs  of  initial  and 
subsequent  imaging  procedures.  Since 
publication  of  the  CY  2006  OPPS  final 
rule  with  comment  period,  MedPAC  has 
encouraged  us  to  continue  our  analyses 
in  order  to  improve  payment  accuracy 
for  imaging  services  under  the  OPPS, 
including  considering  adoption  of  a 
multiple  procedure  payment  reduction 
policy. 

In  preparation  for  the  CY  2009  OPPS 
proposed  rule,  we  revisited  the  issue  of 
how  we  could  improve  the  accuracy  of 
OPPS  payment  for  multiple  imaging 
procedures  and  incorporate  the  lower 
marginal  cost  for  conducting  second  and 
subsequent  imaging  procedures  in  the 
same  imaging  session.  As  already  noted, 
for  CY  2008,  we  developed  a  composite 
APC  methodology  to  provide  a  single 
payment  for  two  or  more  major 
independent  procedures  that  are 
typically  performed  together  during  a 
single  operative  session  and  that  result 
in  the  provision  of  a  complete  service 
(72  FR  66650  through  66652).  The 
composite  APCs  for  LDR  prostate 
brachytherapy  services  and  cardiac 
electrophysiologic  evaluation  and 
ablation  services  discussed  in  sections 
II.A.2.e.(2)  and  (3),  respectively,  of  this 
final  rule  with  comment  period  are 
classic  examples.  Providing  one 
payment  for  an  entire  session 
encourages  hospitals  to  closely  evaluate 
the  resources  they  use  for  all 
components  of  the  composite  service  in 
order  to  improve  their  payment  relative 
to  the  costs  of  performing  the  composite- 
service.  We  decided  to  explore 
capturing  efficiencies  for  multiple 
imaging  procedures  through  a 
composite  APC  payment  methodology 
when  a  hospital  provides  more  than  one 
imaging  procedure  using  the  same 
modality  during  a  single  session. 

We  began  by  reexamining  the  1 1 
imaging  families  of  HCPCS  codes  for 
contiguous  body  areas  involving  a  single 
imaging  modality  that  we  had  proposed 
for  CY  2006  and  that  are  currently  in 
use  under  the  MPFS  for  the  multiple 
imaging  procedure  payment  reduction 
policy.  VVe  based  this  code-specific 
analysis  on  the  HCPCS  codes  recognized 
under  the  OPPS  for  the  same  procedures 
that  are  included  in  the  11  CY  2008 
MPFS  imaging  families,  and  in  addition, 
we  incorporated  the  10  HCPCS  codes 
that  were  proposed  for  inclusion  in 
these  11  families  for  the  CY  2009  MPFS. 
We  collapsed  the  11  MPFS  imaging 
families  into  3  OPPS  imaging  families 
according  to  their  modality — 1  for 
ultrasound,  1  for  CT  and  CTA,  and  1  for 


MRI  and  MRA  services.  These  larger 
OPPS  imaging  families  generally 
corresponded  to  the  larger  APC  groups 
of  services  paid  under  the  OPPS  relative 
to  the  service-specific  payment  under 
the  MPFS.  We  believed  that  these  larger 
OPPS  imaging  families  were  appropriate 
because  eliminating  the  contiguous 
body  area  concept  that  is  central  to  the 
MPFS  imaging  families  should  not 
significantly  limit  potential  efficiencies 
in  an  imaging  session.  For  example,  we 
would  not  expect  second  and 
subsequent  imaging  procedures  of  the 
same  modality  involving  noncontiguous 
body  areas  to  require  duplicate  facility 
services  such  as  greeting  the  patient, 
providing  education  and  obtaining 
consent,  retrieving  prior  exams,  setting 
up  an  intravenous  infusion,  and 
preparing  and  cleaning  the  room,  any 
more  than  second  and  subsequent 
imaging  procedures  of  the  same 
modality  on  contiguous  body  areas.  The 
contiguous  body  area  concept  was  a 
component  of  MedP AC’s 
recommendation  for  reducing  physician 
payment,  but  we  believed  it  was  less 
appropriate  for  a  single,  session-based 
OPPS  composite  imaging  payment.  In 
addition,  we  estimated  that  using  these 
collapsed  OPPS  families  would  add 
only  12  percent  additional  claims  to 
those  eligible  for  composite  payment 
relative  to  using  the  11  MPFS  imaging 
families,  suggesting  that  under  the 
OPPS,  multiple  imaging  claims  were 
within  the  same  imaging  modality  and 
involved  contiguous  body  areas  the  vast 
majority  of  the  time.  Nevertheless,  the 
three  OPPS  imaging  families  would 
allow  us  to  capture  additional  claims  for 
payment  under  an  imaging  composite 
payment  methodology. 

Another  unique  aspect  of  imaging 
procedures  for  OPPS  ratesetting,  in 
general,  is  their  inclusion  on  our  bypass 
list  and  contribution  to  creating 
“pseudo”  single  claims,  particularly 
those  procedures  that  are  specifically 
performed  without  the  administration  of 
contrast.  Our  creation  of  “pseudo” 
single  claims  from  multiple  procedure 
claims  is  discussed  in  section  II.A.l.b. 
of  this  final  rule  with  comment  period. 

In  beginning  to  model  these  potential 
multiple  imaging  composite  APCs  for 
the  CY  2009  OPPS/ASC  proposed  rule, 
we  noted  that  there  would  be  overlap 
between  the  bypass  list  and  noncontrast 
imaging  HCPCS  codes  that  are  included 
in  the  three  OPPS  imaging  families.  The 
bypass  process  removes  any  line-item 
for  a  bypass  HCPCS  code,  irrespective  of 
units,  from  multiple  procedure  claims. 
The  line-item  information  is  used  to 
make  at  least  one  “pseudo”  single  bill 
and  the  line-items  remaining  on  the 


claim  are  split  by  date  and  reassessed 
for  single  bill  status.  To  model  the 
median  costs  for  the  potential  multiple 
imaging  composite  APCs  for  the  CY 
2009  OPPS/ASC  proposed  rule,  we 
removed  any  HCPCS  codes  in  the  OPPS 
imaging  families  that  overlapped  with 
codes  on  our  bypass  list  to  avoid 
splitting  claims  with  multiple  units  or 
multiple  occurrences  of  codes  in  an 
OPPS  imaging  family  into  new 
“pseudo”  single  claims.  The  imaging 
HCPCS  codes  that  we  removed  from  the 
bypass  list  for  purposes  of  calculating 
proposed  multiple  imaging  composite 
APC  median  costs  appeared  in  Table  7 
of  the  CY  2009  OPPS/ASC  proposed 
rule.  We  integrated  the  identification  of 
imaging  composite  “single  session” 
claims,  that  is,  claims  with  multiple 
imaging  procedures  within  the  same 
family  on  the  same  date  of  service,  into 
the  creation  of  “pseudo”  single  claims 
to  ensure  that  claims  were  split  in  the 
“pseudo”  single  process  into  accurate 
reflections  of  either  a  composite  “single 
session”  imaging  service  or  a  standard 
sole  imaging  service  resource  cost.  Like 
all  single  bills,  the  new  composite 
“single  session”  claims  were  for  the 
same  date  of  service  and  contained  no 
other  separately  paid  services  in  order 
to  isolate  the  session  imaging  costs.  For 
the  CY  2009  OPPS/ASC  proposed  rule, 
our  last  step  after  processing  alPclaims 
through  the  “pseudo”  single  process 
was  to  make  line-items  for  HCPCS  codes 
in  the  OPPS  imaging  families  remaining 
on  multiple  procedure  claims  with  one 
unit  of  the  imaging  HCPCS  code  and  no 
other  imaging  services  in  the  families 
into  “pseudo”  single  bills  for  use  in 
calculating  the  median  costs  for  sole 
imaging  services. 

One  final  requirement  of  our 
assessment  of  multiple  imaging 
composite  APCs  was  our  expansion  of 
the  OPPS  families  for  the  three 
modalities — ultrasound,  CT  and  CTA, 
and  MRI  and  MRA — into  five  composite 
APCs  to  accommodate  the  statutory 
requirement  in  section  1833(t)(2){G)  of 
the  Act,  that  the  OPPS  provide  payment 
for  imaging  services  provided  with 
contrast  and  without  contrast  through 
separate  payment  groups.  The 
ultrasound  studies  proposed  for 
inclusion  in  the  multiple  imaging 
composite  policy  do  not  utilize  contrast 
and  thus  this  family  constituted  a  single 
composite  APC.  However,  we  had  to 
split  the  families  for  CT  and  CTA,  and 
MRI  and  MRA,  into  two  separate 
composite  APCs  each  to  reflect  whether 
the  procedures  were  performed  with  or 
without  contrast.  We  examined  the 
HCPCS  codes  on  our  “single  session” 
claims  and,  if  the  claim  had  at  least  one 
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HCPCS  code  that  was  performed  with 
contrast,  we  classified  the  “single 
session”  bill  as  “with  contrast.”  For 
both  CT  and  CTA,  and  MRI  and  MRA, 
some  claims  classified  as  “with 
contrast”  contained  one  or  more 
“without  contrast”  HCPCS  code.  We 
then  recalculated  the  median  costs  for 
the  standard  (sole  service)  imaging 
APCs  based  on  single  and  “pseudo” 
single  bills  and  the  imaging  composite 
APC  median  costs  based  on  appropriate 
“single  session”  bills  with  multiple 
imaging  procedures. 

For  the  CY  2009  OPPS/ASC  proposed 
rule,  we  were  able  to  identify  1.7 
million  “single  session”  claims  out  of 
an  estimated  3  million  potential 
composite  cases  from  our  ratesetting 
claims  database  to  calculate  the 
proposed  median  costs  for  the  5  OPPS 
multiple  imaging  composite  APCs.  We 
specifically  noted  that  the  proposed  CY 
2009  payment  rates  for  multiple  imaging 
services  provided  during  the  same 
session  and  within  the  same  OPPS 
imaging  family  were  based  entirely  on 
median  costs  derived  empirically  from 
OPPS  claims  and  Medicare  cost  report 
data. 

In  general,  we  found  that  the  per 
procedure  median  cost  for  each  of  the 
multiple  imaging  procedures  performed 
during  a  single  session,  and  reflected  in 
the  composite  APC  median  costs,  was 
modestly  less  than  the  sole  service 
median  cost  when  only  one  imaging 
procedure  was  performed  during  a 
single  session,  as  reflected  in  the 
median  cost  of  the  standard  (sole 
service)  imaging  APCs  (that- is,  those 
imaging  services  that  would  not  have 
qualified  for  payment  through  a 
multiple  imaging  composite  APC  under 
the  proposed  composite  methodology). 
We  also  noticed  that  the  proposed  CY 
2009  median  costs  for  the  standard  (sole 
service)  imaging  APCs  increased  slightly 
compared  to  the  median  costs  that  we 
would  calculate  using  the  current  OPPS 
imaging  service  payment  policy.  These 
variations  in  median  costs  were 
consistent  with  our  expectations. 
Because  the  OPPS  cost-based  payment 
weight  methodology  estimates  a 
standard  cost  per  imaging  procedure  for 
each  hospital,  these  results  suggested 
that  the  imaging  composite  “single 
session”  claims  disproportionately 
represented  services  furnished  by  more 
efficient  providers  that  frequently 
performed  more  than  one  imaging 
procedure  during  a  single  session.  The 
lower  cost  claims  also  may  have 
included  more  providers  that  reported 
costs  and  charges  for  nonstandard  cost 
centers  for  advanced  imaging  on  their 
Medicare  hospital  cost  reports. 


In  light  of  these  findings,  we 
determined  that  a  proposal  to  revise  our 
methodology  for  paying  for  multiple 
imaging  procedures  was  warranted 
because  the  current  OPPS  policy  of 
providing  a  full  APC  payment  for  each 
imaging  procedure  On  a  claim, 
regardless  of  how  many  procedures  are 
performed  during  a  single  session  using 
the  same  imaging  modality,  neither 
reflects  nor  promotes  the  efficiencies 
hospitals  can  achieve  when  they 
perform  multiple  imaging  procedures 
during  a  single  session,  as  seen  in  the 
claims  data. 

Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41450  through 
41451),  we  proposed  to  utilize  the  three 
OPPS  imaging  families  discussed  above, 
incorporating  statutory  requirements  to 
differentiate  OPPS  payment  for  imaging 
services  provided  with  contrast  and 
without  contrast  as  required  by  section 
1833(t)(2)(G)  of  the  Act,  to  create  five 
multiple  imaging  composite  APCs  for 
payment  in  CY  2009.  The  proposed 
APCs  were;  APC  8004  (Ultrasound 
Composite);  APC  8005  (CT  and  CTA 
without  Contrast  Composite):  APC  8006 
(  CT  and  CTA  with  Contrast  Composite); 
APC  8007  (MRI  and  MRA  without 
Contrast  Composite);  and  APC  8008 
(MRI  and  MRA  with  Contrast 
Composite).  We  calculated  the  proposed 
median  costs  for  these  APCs  using  CY 
2007  claims  data  by  isolating  “single 
session”  claims  with  more  than  one 
imaging  procedure  within  a  family  as 
discussed  above.  Unlike  our  CY  2006 
proposal  where  we  would  have  applied 
a  50-percent  payment  reduction  for 
second  and  subsequent  imaging 
procedures  comparable  to  the  proposed 
MPFS  policy,  the  CY  2009  OPPS 
proposal  calculated  the  composite  APC 
payment  amounts  empirically  from 
estimated  costs  on  claims  for  multiple 
imaging  procedures  provided  in  a  single 
session.  This  proposed  composite 
methodology  for  multiple  imaging 
services  paralleled  the  payment 
methodologies  that  we  proposed  for 
other  composite  APCs  under  the  CY 
2009  OPPS.  Table  8  of  the  CY  2009 
OPPS/ASC  proposed  rule  presented  the 
HCPCS  codes  comprising  the  three 
OPPS  imaging  families  and  five 
composite  APCs  that  would  be  created 
under  this  proposal  for  CY  2009,  along 
with  the  proposed  median  costs  upon 
which  the  proposed  payment  rates  for 
these  composite  APCs  were  based. 

During  the  August  2008  APC  Panel 
meeting,  the  APC  Panel  recommended 
that  CMS  work  with  stakeholders  to 
review  the  proposed  multiple  imaging 
composite  APCs  and  to  assess  the 
potential  impact  of  the  proposal  on 


Medicare  beneficiaries  affected  by 
trauma  or  cancer. 

Comment:  Some  commenters  stated 
that  the  proposed  multiple  imaging 
composite  payment  methodology  would 
improve  the  accuracy  of  OPPS  payment 
for  imaging  services  and  that  CMS 
should  implement  the  policy  as 
proposed.  In  particular,  MedPAC  stated 
that  the  proposed  multiple  imaging 
composite  APCs  are  consistent  with 
larger  payment  bundles  and  should 
increase  hospitals’  incentives  to  furnish 
care  efficiently.  MedPAC  further 
asserted  that  the  multiple  imaging 
composite  policy  could  serve  as  a 
starting  point  for  creating  more 
comprehensive  payment  bundles  that 
reflect  encounters  or  episodes  of  care. 

However,  many  commenters  urged 
CMS  to  perform  additional  data 
analyses  of  CY  2007  claims  with 
rtiultiple  imaging  services  and, 
depending  on  the  results,  modify  the 
final  policy  to  ensure  sufficient 
payments  are  made  to  hospitals  for 
providing  an  appropriate  number  of 
imaging  services.  In  particular, 
commenters  indicated  that  the  proposed 
policy  could  have  a  disproportionately 
negative  effect  on  cancer  centers  and 
trauma  units,  where  patients  frequently 
require  more  than  two  imaging  services 
and  hospitals  have  limited  flexibility  to 
gain  greater  efficiencies.  The 
commenters  also  questioned  the 
adequacy  of  the  proposed  multiple 
imaging  composite  payment  rates  for 
sessions  involving  three  or  more  or  four 
or  more  procedures,  particularly  in  the 
case  of  CT  and  CTA  procedures, 
expressing  general  concern  that  the 
proposed  payment  rates  would  limit 
beneficiary  access  to  imaging  services. 
According  to  these  commenters,  the 
proposed  policy  could  create  incentives 
for  hospitals  to  require  patients  who 
need  more  than  two  imaging  procedures 
to  return  for  additional  visits  if  the  costs 
for  sessions  in  which  more  than  two 
procedures  are  performed  far  exceed  the 
multiple  imaging  composite  APC 
payment  rates.  Some  commenters  also 
requested  that  CMS  thoroughly  evaluate 
the  impact  of  the  multiple  imaging 
composite  APCs  after  the  policy  has 
been  implemented  to  ensure  that 
hospitals  are  being  adequately 
compensated  for  providing  multiple 
imaging  services.  Other  commenters 
remarked  generally  that  CMS  should 
proceed  cautiously  as  it  expands  service 
bundling,  should  accompany  composite 
proposals  with  data  and  a  clear  and 
transparent  description  of  the  data- 
generating  process,  and  should  not 
implement  additional  composite 
methodologies  until  adequate  data  are 
available  to  evaluate  the  effectiveness 
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and  impact  on  beneficiary  access  to  care 
of  the^composite  policies  implemented 
in  CY* 2008. 

In  order  to  address  perceived  payment 
inadequacies  or  incentives  for  hospitals 
to  require  patients  to  return  on  separate 
days  for  multiple  imaging  services,  the 
commenters  suggested  a  variety  of 
alternative  approaches  to  the  proposed 
multiple  imaging  composite  payment 
methodology,  such  as  a  multiple 
imaging  payment  reduction  policy  for 
second  and  subsequent  imaging 
procedures,  additional  composite  APCs 
for  sessions  involving  three  or  more 
imaging  procedures,  or  an  exemption 
from  composite  payment  for  multiple 
imaging  services  provided  to  cancer  or 
trauma  patients.  One  commenter 
specifically  recommended  two  new 
composite  APCs  for  CT  scans  of  the 
chest,  abdomen,  and  pelvis  with  and 
without  contrast. 

Some  commenters,  however,  opposed 
the  implementation  of  any  payment 
policy  to  account  for  the  efficiencies  of 
multiple  imaging  procedures  provided 
during  the  same  session,  arguing  that 
the  OPPS  cost-based  .methodology 
already  incorporates  the  efficiencies  of 
performing  multiple  procedures  during 
the  same  session.  They  believed  that 
adding  a  composite  policy  essentially 
“double  counts”  imaging  efficiencies. 
One  commenter  opposed  the  policy 
because,  according  to  the  commenter, 
hospitals  do  not  have  the  option  of 
refusing  to  provide  services  that  are 
ordered  by  a  physician,  and  cannot 
control  the  cost  of  providing  a  service  in 
relationship  to  the  cost  of  the 
equipment.  Another  commenter  noted 
that  MRI  equipment  costs  are  fixed  in 
the  short  term. 

Response:  We  have  reviewed  all  of  the 
public  comments  we  received  on  the 
proposed  multiple  imaging  composite 
methodology,  and  we  have  decided  to 
finalize  our  proposal  to  provide  a  single 
composite  payment  each  time  a  hospital 
bills  more  than  one  procedure  from  an 
imaging  family  on  a  single  date  of 
service  for  CY  2009.  We  appreciate  the 
commenters’  thoughtful  observations 
and  suggestions. 

In  response  to  the  commenters’ 
concerns  about  the  adequacy  of  the 
proposed  composite  APC  payment  rates 
for  sessions  involving  more  than  two 
imaging  procedures,  we  analyzed  data 
from  the  CY  2007  claims  from  which  the 
median  costs  used  to  calculate  those 
payment  rates  were  calculated.  We 
found  that  the  vast  majority  of  CY  2007 
claims  used  for  ratesetting  included  two 
procedures,  ranging  from  73  percent  of 
multiple  imaging  procedure  claims  for 
APC  8008,  to  97  percent  of  multiple 
imaging  procedure  claims  for  APC  8004. 


We  do  not  believe  that,  in  aggregate, 
OPPS  payment  for  multiple  imaging 
services  will  be  inadequate  under  the 
multiple  imaging  composite  payment 
methodology,  even  considering  the 
minority  of  cases  in  which  hospitals 
provide  more  than  two  imaging 
procedures  on  a  single  date  of  service. 
The  median  costs  upon  which  the 
payment  rates  for  the  multiple  imaging 
composite  APCs  are  based  are 
calculated  using  CY  2007  claims  that 
would  have  qualified  for  composite 
payment,  including  those  with  only  two 
imaging  procedures  and  those  with 
substantially  higher  numbers  of  imaging 
procedures.  Payment  based  on  a 
measure  of  central  tendency  is  a 
principle  of  any  prospective  payment 
system.  In  some  individual  cases 
payment  exceeds  the  average  cost  and  in 
other  cases  payment  is  less  than  the 
average  cost.  On  balance,  however, 
payment  should  approximate  the 
relative  cost  of  the  average  case, 
recognizing  that,  as  a  prospective 
payment  system,  the  OPPS  is  a  system 
of  averages. 

Furthermore,  the  purpose  of  the 
composite  payment  methodology 
overall  is  to  establish  incentives  for 
efficiency  through  larger  payment 
bundles.  Based  on  our  observations  of 
only  small  to  moderate  percentages  of 
single  sessions  with  three  or  more 
imaging  procedures,  we  do  not  believe 
it  would  be  appropriate  to  create 
additional  multiple  imaging  composite 
APCs  for  sessions  involving  more  than 
two  or  three  imaging  procedures.  The 
various  suggestions  by  some 
commenters  regarding  the  creation  of 
additional  composite  APCs  for  payment 
of  three  or  more  procedures  or  for 
specific  combinations  of  scans  all  would 
remove  some  of  the  efficiency 
incentives  associated  with  a  single 
bundled  payment  and  would  make  the 
multiple  imaging  policy  more  closely 
resemble  standard  payment  for  single 
procedures.  Additional  composite  APCs 
would  not  be  consistent  with 
encouraging  value-based  purchasing 
under  the  OPPS.  We  note  that  the  OPPS 
does  have  an  outlier  policy  for  cases 
involving  extremely  high  costs,  as 
discussed  in  section  II. F.  of  this  final 
rule  with  comment  period. 

We  also  do  not  believe  that  the 
multiple  imaging  composite  payment 
methodology  will  inhibit  beneficiary 
access  to  imaging  services,  because  the 
policy  will  result  in  only  relatively 
modest  payment  redistributions  in  the 
short  term.  We  estimate  that  total 
payment  impact  among  classes  of 
hospitals  attributable  to  changes  in 
imaging  payment  will  be  relatively 
small,  and  we  expect  that  the  multiple 


imaging  composite  policy  will 
redistribute  about  0.4  percent  of  total 
OPPS  payment.  We  believe  this  policy 
does  more  to  redesign  incentives  in 
providing  imaging  services  than  to 
significantly  reduce  imaging  payment  to 
hospitals  for  CY  2009. 

Further,  we  do  not  agree  with  some 
commenters  that  the  multiple  imaging 
composite  payment  methodology  would 
result  in  hospitals  requiring  patients 
who  need  more  than  two  imaging 
procedures  to  return  for  additional 
visits.  We  do  not  believe  that,  in 
general,  hospitals  would  routinely  and 
for  purposes  of  financial  gain  put 
patients  at  unnecessary  risk  of  harm 
from  radiation  or  contrast  exposure,  or 
inconvenience  them  or  risk  lack  of 
timely  follow  up  to  the  point  of  making 
them  return  to  the  hospital  on  separate 
days  to  receive  medically  necessary 
diagnostic  studies.  However,  we  note 
that  we  do  have  the  capacity  to  examine 
our  claims  data  for  patterns  of 
fragmented  care.  If  we  were  to  find  a 
pattern  in  which  a  hospital  appears  to 
be  fragmenting  care  across  multiple 
days,  we  could  refer  it  for  review  by  the 
Quality  Improvement  Organizations 
(QIOs)  with  respect  to  the  quality  of  care 
furnished,  or  for  review  by  the  Program 
Safeguard  Contractors  of  claims  against 
the  medical  record,  as  appropriate  to  the 
circumstances  we  found. 

In  addition,  we  explored  data  from 
the  CY  2007  claims  from  which  the 
median  costs  used  to  calculate  the 
multiple  imaging  composite  APC 
payment  rates  were  calculated  in 
response  to  comments  that  the  policy 
would  have  a  disproportionate  effect  on 
cancer  centers  and  trauma  units  and  the 
recommendation  by  the  APC  Panel  at  its 
August  2008  meeting,  which  we  are 
accepting.  An  analysis  of  diagnosis 
codes  present  on  the  CY  2007  multiple 
imaging  “single  session”  claims  did 
show  more  variability  in  the  number  of 
scans  for  cancer  patients  compared  to 
other  types  of  patients,  consistent  with 
commenters’  concerns.  We  saw  that,  for 
several  of  the  more  commonly  reported 
cancer  diagnoses,  more  than  half  of  the 
patients  received  more  than  two 
imaging  procedures,  while  lower 
proportions  of  other  types  of  patients 
received  more  than  two  imaging 
procedures  on  a  single  date  of  service. 
We  did  not  observe  the  same  pattern  for 
trauma  diagnoses.  We  do  not  believe 
that  the  higher  rate  of  variability  that  we 
observed  in  the  number  of  scans  cancer 
patients  receive  was  so  extreme, 
however,  that  the  mix  of  services 
hospitals  provide  to  patients  with 
diagnoses  other  than  cancer  would  not 
balance  out  higher  numbers  of  scans  for 
cancer  patients. 
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We  do  not  have  a  current  list  of 
cancer  centers  other  than  those  held 
permanently  harmless  under  section 
1833(t){7)(D)(ii)  of  the  Act  or  a  current 
list  of  hospitals  with  significant  trauma 
units  in  order  to  assess  outcomes  for 
these  particular  classes  of  hospitals. 
However,  as  noted  above,  we  do  not 
estimate  significant  redistributions 
among  hospitals  as  a  result  of  this 
policy.  Further,  the  goal  of  introducing 
a  single  composite  payment  for  any 
multiple  imaging  session  is  to  encourage 
hospitals  to  consider  their  patterns  of 
service  provision  in  general,  and  not 
payment  per  patient.  Therefore,  we  do 
not  believe  that  the  multiple  imaging 
composite  methodology  will  result  in 
disproportionate  effects  on  either 
hospitals  with  cancer  centers  or  trauma 
units,  and  we  do  not  agree  with  some 
commenters  that  it  would  be 
appropriate  to  exempt  services  provided 
to  cancer  and  trauma  patients  from  the 
multiple  imaging  composite  APC 
payment  policy.  We  see  no  justification 
for  paying  differently  for  the  same 
imaging  services  according  to  patient 
diagnosis  or  care  setting,  because  we 
believe  that  most  hospitals  demonstrate 
sufficient  variability  in  the  number  of 
imaging  procedures  they  provide  to  a 
single  patient  on  the  same  day  that  it  is 
unlikely  that  certain  hospitals  would 
disproportionately  experience  negative 
financial  effects  from  the  multiple 
imaging  composite  APC  payment 
policy. 

We  also  do  not  agree  that  the  multiple 
imaging  composite  APCs  are 
unnecessary,  as  some  commenters 
argued,  because  the  OPPS  cost-based 
methodology  already  incorporates  the 
efficiencies  of  performing  multiple 
imaging  procedures  during  the  same 
session.  While  we  agree  that  efficiencies 
due  to  multiple  imaging  procedures  are 
generally  reflected  in  hospitals’  CCRs 
used  to  develop  costs,  we  believe  that 
the  advantage  of  a  composite 
methodology  for  imaging  services  is  that 
it  allows  us  to  use  naturally  occurring 
multiple  procedure  claims  to  calculate 
the  median  costs  for  sessions  involving 
multiple  procedures,  rather  than  using 
single  procedure  claims  which  do  not 
reflect  as  accurately  how  hospitals 
provide  care  in  those  instances.  The 
lower  per  case  median  cost  for  multiple 
imaging  services  suggests  that  hospitals 
providing  more  multiple  imaging 
services  generally  have  lower  costs.  We 
note  that  a  small  increase  in  the  median 
cost  of  standard  (sole  service)  APCs 
accompanied  our  lower  multiple 
imaging  composite  APC  median  costs. 
The  multiple  imaging  policy  does  not 
“double  count”  efficiencies  for  imaging; 


rather,  it  more  accurately  estimates  the 
costs  of  single  versus  multiple  imaging 
sessions. 

We  believe  that  we  are  proceeding 
with  an  appropriate  level  of  caution,  as 
several  commenters  recommended,  by 
developing  one  new  composite  APC 
policy  for  CY  2009.  We  did  not  receive 
any  comments  to  the  CY  2009  OPPS/ 
ASC  proposed  rule  indicating  there 
were  access  problems  resulting  from  the 
implementation  of  composite  APCs  in 
CY  2008,  which  was  consistent  with  our 
expectations  given  the  composite 
methodology  improves  the  accuracy  of 
the  OPPS  payment  rates  by  utilizing 
more  complete  and  valid  claims  in 
ratesetting.  With  regard  to  providing 
data  and  a  transparent  methodology,  we 
point  out  that  we  make  our  claims  data 
available  to  the  public,  and  we  discuss 
our  calculation  of  these  multiple 
imaging  composite  APC  payment  rates 
in  both  this  section  and  in  section 
II.A.l.  of  the  CY  2009  OPPS/ ASC 
proposed  rule  (73  FR  41423  through 
41425).  We  also  have  a  claims 
accounting  narrative  available  under 
supporting  documentation  for  this  final 
rule  with  comment  period  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/ . 

We  disagree  with  commenters  who 
asserted  that  we  should  not  implement 
the  multiple  imaging  composite 
methodology  because  hospitals  do  not 
have  the  option  of  refusing  to  provide 
services  that  are  ordered  by  a  physician, 
and  cannot  control  the  cost  of  providing 
a  service  in  relationship  to  the  cost  of 
the  equipment.  While  physicians,  rather 
than  hospital  staff,  may  order  specific 
services  for  patients,  hospitals  decide 
what  services  they  will  and  will  not 
furnish,  and  how  they  will  furnish  those 
services.  We  also  disagree  that  fixed 
capital  equipment  costs  are  a  deterrent 
to  implementing  a  multiple  imaging 
composite  payment  methodology.  As 
discussed  earlier,  data  analyses 
performed  for  the  CY  2009  OPPS/ ASC 
proposed  rule  showed  that  some 
hospitals  are  more  efficient  than  other 
hospitals  when  providing  multiple 
imaging  services.  A  prospective 
payment  system  sets  payments  based  on 
a  median  or  average  cost  to  encourage 
providers  to  carefully  consider  their 
costs  of  providing  services,  and  in  any 
individual  case  payment  may  exceed 
the  average  or  median  cost.  We  would 
expect  less  efficient  hospitals  to 
construct  ways  to  become  more 
efficient,  such  as  negotiating  lower  costs 
on  equipment,  even  if  they  do  not  have 
the  latitude  to  perform  fewer  imaging 
services. 

Comment:  Some  commenters  urged 
CMS  to  standardize  cost  reporting  for 


both  advanced  imaging  procedures  and 
other  problematic  cost  centers  before  it 
makes  any  methodological  changes  to 
OPPS  payment  methodologies, 
including  a  composite  policy  for 
multiple  imaging  procedures.  According 
to  the  commenters,  additional 
efficiencies  can  only  be  gained  ft-om 
improved  accuracy  in  cost  reporting  for 
diagnostic  radiology  services,  including 
use  of  several  standard  cost  centers  for 
diagnostic  imaging  services.  The 
commenters  were  concerned  that 
observed  efficiencies  in  the  multiple 
imaging  composite  median  costs  are  the 
result  of  inaccurate  cost  report  data  only 
and  do  not  reflect  true  efficiencies  from 
multiple  imaging  services  provided 
during  a  single  session.  These 
commenters  stated  that  the 
implementation  of  separate  cost  centers 
for  CT  and  MRI  procedures,  as 
recommended  in  the  July  2008  report  by 
RTI  entitled,  “Refining  Cost  to  Charge 
Ratios  for  Calculating  APC  and  DRG 
Relative  Payment  Weights,”  would 
provide  much  more  accurate  charge  and 
cost  data  for  these  imaging  modalities, 
and  that  the  efficiencies  associated  with 
providing  multiple  imaging  procedures 
in  a  single  session  may  only  be 
discernable  once  these  data  are 
available.  The  commenters 
recommended  that  CMS  analyze  claims 
data  for  a  2  to  3  year  period  following 
cost  reporting  changes  before 
considering  a  multiple  imaging 
composite  payment  methodology. 

Response:  As  discussed  in  section 
II.A.l.c.(2)  of  this  final  rule  with 
comment  period,  we  agree  with 
commenters  that  improved  and  more 
precise  cost  reporting  would  improve 
OPPS  payment  accuracy.  Even  if  we 
were  to  make  changes  to  create  new 
diagnostic  radiology  cost  centers  for  CT 
and  MRI  procedures  as  recommended 
by  the  commenters  for  future  years,  it 
would  be  several  years  after  initial 
implementation  before  data  would  be 
available  to  reevaluate  OPPS  payment 
rates  for  imaging  services.  In  the 
meantime,  we  see  no  reason  not  to  move 
forward  with  other  changes  in  OPPS 
payment  policies,  such  as  the  multiple 
imaging  composite  APC  payment 
inethodology,  that  could  improve  the 
accuracy  of  OPPS  payment  rates  and 
promote  efficiency  among  hospitals. 

The  most  recent  hospital  cost  report 
data  are  the  best  and  most  consistent 
estimate  of  relative  costs  that  we  have 
available  to  us  for  all  hospitals  for  all 
hospital  services.  We  will  continue  to 
use  these  data  to  estimate  APC  median 
costs.  Our  goal  in  creating  this  new 
payment  structure  is  to  encourage  long¬ 
term  efficiencies  in  the  provision  of 
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multiple  imaging  services.  Should 
improved,  revised  cost  report  data 
become  available  for  CT  and  MRI 
procedures,  our  composite  methodology 
would  automatically  incorporate  that 
additional  precision  into  the  multiple 
imaging  composite  APC  median  cost 
estimates. 

Comment:  Several  commenters 
expressed  concern  that  the  proposed 
composite  payment  methodology  for 
multiple  imaging  procedures  may  not 
comply  with  the  statutory  requirement 
in  section  1833(t)(2)(G)  of  the  Act  that 
the  OPPS  provide  payment  for  imaging 
services  furnished  with  and  without 
contrast  through  separate  payment 
groups.  They  requested  that  CMS  not 
use  data  from  services  performed 
without  contrast  to  set  the  payment 
rates  for  the  “with  contrast”  composite 
APCs,  arguing  that  the  inclusion  of  cost 
data  from  procedures  performed 
without  contrast  in  the  median  cost 
calculation  for  the  “with  contrast” 
composite  APCs  may  fail  to  capture  the 
full  costs  of  imaging  services  provided 
with  contrast  agents.  A  handful  of 
commenters  sought  clarification  about 
whether  CMS  had  included  “single 
session”  claims  that  incorporated 
“without  contrast”  HCPCS  codes  in  the 
“with  contrast”  composite.  Another 
commenter  requested  that  the  more 
costly  CT  and  MRI  studies  performed 
without  contrast  and  then  followed  by 
contrast,  and  described  by  a  single 
combination  CPT  code,  be  paid  through 
separate  composite  APCs.  According  to 
the  commenter,  the  inclusion  of  these 
procedures  with  other  “with  contrast” 
studies  would  cause  their  median 
payment  level  to  decrease. 

Response:  We  believe  that  the 
composite  payment  methodology  for 
multiple  imaging  procedures  complies 
with  the  statutory  requirement  in 
section  1833(t)(2)(C)  of  the  Act  that  the 
OPPS  provide  separate  payment  groups 
for  imaging  services  provided  with  and 
without  contrast.  As  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66650),  section 
1833(t){l)(B)  of  the  Act  permits  us  to 
define  what  constitutes  a  covered  HOPD 
“service”  for  purposes  of  payment 
under  the  OPPS,  and  we  have  not 
restricted  a  “service”  to  a  single  HCPCS 
code.  Defining  the  service  paid  under 
the  OPPS  by  combinations  of  HCPCS 
codes  for  procedures  that  are  commonly 
performed  in  the  same  encounter  and 
that  result  in  the  provision  of  a 
complete  service  enables  us  to  use  more 
claims  data  and  establish  payment  rates 
that  we  believe  more  appropriately 
capture  the  costs  of  services  paid  under 
the  OPPS.  Consistent  with  our  statutory 
flexibility  to  define  what  constitutes  a 


service  under  the  OPPS,  we  have 
redefined  an  imaging  service  for 
purposes  of  the  multiple  imaging 
composite  methodology  as  a  “single 
session”  involving  multiple  imaging 
procedures  within  an  imaging  family 
performed 'on  the  same  date  of  service. 
Furthermore,  if  a  contrast  agent  is 
provided  to  a  Medicare  beneficiary  as 
part  of  any  imaging  procedure  furnished 
during  that  single  imaging  session,  then 
we  have  defined  that  session  as  a  “with 
contrast”  imaging  session  to  allow  for 
payment  through  a  separate  group  from 
a  “without  contrast”  single  imaging 
session. 

Therefore,  in  order  to  calculate  the 
median  costs  for  the  multiple  imaging 
composite  APCs,  we  designate  an  entire 
session  as  a  “with  contrast”  service  and 
use  the  claim  to  calculate  the  median 
cost  for  the  “with  contrast”  composite 
APC  when  at  least  one  of  the  imaging 
procedures  within  an  imaging  family 
performed  on  the  same  date  of  service 
involves  contrast.  If  none  of  the  imaging 
procedures  within  an  imaging  family 
performed  on  the  same  date  of  service 
involve  contrast,  we  designate  the  entire 
session  a  “without  contrast”  service  and 
use  the  claim  to  calculate  the  median 
cost  for  the  “without  contrast” 
composite  APC. 

The  statutory  requirement  that  we 
create  separate  payment  groups  to 
classify  imaging  procedures  performed 
with  contrast  and  without  contrast 
allows  us  to  recognize  that  imaging 
services  involving  contrast  require 
different  hospital  resources  than 
imaging  services  performed  without 
contrast.  As  shown  in  Table  8  below, 
the  median  costs  upon  which  payment 
rates  are  calculated  for  the  “with 
contrast”  composite  APCs  (APC  8006 
and  APC  8008)  are  higher  than  the 
median  costs  for  the  “without  contrast” 
composite  APCs  (APC  8005  and  APC 
8007).  We  believe  that  when  multiple 
imaging  services  are  provided  in  a 
single  imaging  session  and  only  one  of 
the  studies  uses  contrast,  hospitals  still 
incur  many  of  the  same  costs  as  they 
would  incur  if  all  of  the  studies  used 
contrast,  such  as  a  screening  by  hospital 
staff  for  patient  allergies,  the 
establishment  of  venous  access,  and  the 
initiation  of  necessary  monitoring.  As 
such,  we  would  not  expect  that  the  costs 
of  sessions  involving  a  “with  contrast” 
procedure  along  with  other  “with 
contrast”  procedures  in  the  same  family 
would  differ  significantly  from  the  costs 
of  sessions  involving  a  “with  contrast” 
procedure  and  procedures  that  do  not 
involve  contrast.  Our  analysis  of  the  CY 
2007  claims  data  used  to  calculate  the 
median  costs  for  the  multiple  imaging 
composite  APCs  supported  this 


argument.  If  we  were  to  remove  all 
“single  session”  claims  that  included 
procedures  both  with  contrast  and 
without  contrast  from  the  median  cost 
calculation  of  the  two  “with  contrast” 
composite  APCs,  the  impact  on  the  APC 
median  costs  would  be  negligible — the 
median  cost  for  APC  8006  would 
increase  by  less  than  1  percent,  and  the 
median  cost  for  APC  8008  would 
increase  by  only  4  percent. 

In  addition,  we  ao  not  believe  it 
would  be  appropriate  to  create  a 
separate  composite  APC  for  payment  of 
CT  or  MRI  procedures  performed 
without  contrast  and  then  followed  by 
contrast,  as  described  by  a  single 
combination  CPT  code.  In  effect,  these 
codes  already  describe  a  multiple 
imaging  session — a  “without  contrast” 
imaging  service  followed  by  a  “with 
contrast”  imaging  service.  This  is 
comparable  to  some  of  the  other  “single 
session”  claims  in  the  CT/CTA  and 
MRI/MRA  “with  contrast”  composite 
APCs  (APC  8006  and  APC  8008, 
respectively),  in  that  these  composite 
APCs  incorporate  in  some  “single 
session”  claims  certain  “without 
contrast”  imaging  services.  We  believe 
that  our  definition  of  a  single  session 
with  contrast  as  including  the  costs 
associated  with  providing  a  contrast 
agent  for  any  one  or  more  individual 
procedures  appropriately  places  these 
combination  CPT  codes  in  APCs  8006 
and  8008  and  meets  the  statutory 
requirements. 

Finally,  we  agree  with  several 
commenters  that  APC  8004  includes 
only  ultrasound  studies  performed 
without  contrast.  Should  we  revise  the 
HCPCS  codes  in  APC  8004  to  include 
ultrasound  imaging  services  performed 
with  contrast  in  the  future,  we  would 
create  a  new  composite  APC  for  “with 
contrast”  ultrasound  procedures  to 
comply  with  section  1833(t)(2)(C)  of  the 
Act. 

In  summary,  we  believe  the  payment 
differential  between  the  “with  contrast” 
composite  APCs  and  the  “without 
contrast”  composite  APCs  is 
appropriate,  regardless  of  whether  or 
not  the  other  imaging  procedures 
provided  within  the  same  session  as  an 
imaging  procedure  performed  with 
contrast  are  also  performed  with 
contrast.  We  believe  we  are  in  full 
compliance  with  the  statutory 
requirement  that  we  create  groups  of 
covered  OPPS  services  that  utilize 
contrast  agents  and  those  that  do  not 
utilize  contrast  agents  by  redefining 
multiple  imaging  services  provided  in 
one  encounter  as  a  “single  session”  in 
which  more  than  one  procedure  from  an 
imaging  family  is  provided  on  the  same 
date  of  service  and  assigning  “with 
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contrast”  composite  APCs  when  at  least 
one  of  the  procedures  involves  contrast. 

Comment:  One  commenter  stated  that, 
before  implementing  the  multiple 
imaging  composite  policy,  CMS  should 
consult  with  relevant  stakeholders  about 
which  CPT  codes  should  be  subject  to 
the  policy.  The  commenter  also  urged 
CMS  to  provide  hospitals  with 
instructions  to  continue  coding  for 
packaged  and  bundled  services  to 
ensure  adequate  data  collection. 

Another  commenter  stated  that  CMS 
should  delay  implementation  of  the 
multiple  imaging  composite  policy  to 
allow  hospitals  that  use  the  charging  of 
single  CPT  codes  to  determine  staff 
levels  and  productivity  to  adjust  to  the 
proposed  changes.  One  commenter 
recommeiided  that  CMS  work  with  the 
AMA  to  create  new  CPT  codes  that 
describe  combined  procedures  so  that 
providers  could  use  those  codes  when 
they  provide  multiple  imaging  services 
in  a  single  session.  The  commenter 
argued  that  utilization  of  such  codes 
would  be  easier  for  providers  and  would 
facilitate  the  capturing  of  charge  data 
that  could  be  used  to  create  new  APCs 
or  payment  policies  that  reflect 
economies  of  scale  for  combined 
procedures  reported  through  claims 
data. 

Response:  Consistent  with  our 
standard  process  for  securing  the  views 
of  stakeholders  through  the  rulemaking 
cycle,  we  published  a  detailed  account 
of  the  multiple  imaging  composite 
payment  methodology  proposed  for  CY 
2009  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41447  through 
41451)  and  requested  comment.  Table  8 
of  the  CY  2009  OPPS/ASC  proposed 
rule  presented  the  HCPCS  codes 
comprising  the  three  OPPS  imaging 
families  and  five  composite  APCs  that 
would  be  created  under  the  multiple 
imaging  composite  proposal  for  CY 
2009.  We  did  not  receive  any  comments 
on  the  particular  imaging  HCPCS  codes 
or  the  families  of  codes  we  proposed  for 
composite  payment.  Therefore,  we  will 
apply  the  multiple  imaging  composite 
methodology  to  the  HCPCS  codes  listed 
in  Table  8  below,  for  CY  2009.  These 
HCPCS  codes  are  assigned  status 
indicator  “Q3”  in  Addendum  B  to  this 
final  rule  with  comment  period  to 
identify  their  status  as  potentially 
payable  through  a  composite  APC.  Their 
composite  APC  assignments  are 
identified  in  Addendum  M  to  this  final 
rule  with  comment  period. 

We  continue  to  encourage  hospitals  to 
report  the  HCPCS  codes  and  associated 
charges  for  all  services  they  provide, 
taking  into  consideration  all  CPT,  CMS, 
and  local  Medicare  contractor 
instructions,  whether  payment  for  those 


HCPCS  codes  is  packaged  or  separately 
provided.  We  note  that  the  multiple 
imaging  composite  APC  payment  policy 
should  have  no  operational  impact  on 
hospital  billing  practices,  because 
hospitals  should  continue  reporting  the 
same  HCPCS  codes  they  currently  use  to 
report  imaging  procedures.  The  I/OCE 
will  assess  claims  to  determine  whether 
a  composite  APC  or  a  standard  (sole 
service)  imaging  APC  should  be 
assigned.  We  believe  that  an  advantage 
of  the  iriultiple  imaging  composite 
methodology  is  that  it  can  improve  the 
accuracy  of  OPPS  payment  without 
imposing  burdens  on  hospitals  to  use 
different  codes  or  change  the  way  they 
report  services. 

We  do  not  agree  with  the  commenter 
that  it  would  be  necessary  to  create  new 
CPT  codes  that  describe  combined 
services  to  ease  the  burden  of  hospital 
billing  and  improve  claims  data  for 
ratesetting.  As  discussed  earlier,  certain 
combination  CPT  codes,  specifically 
those  single  codes  that  describe  imaging 
procedures  without  contrast  and  then 
followed  by  contrast,  already  allow  for 
hospitals  to  report  commonly  performed 
combinations  of  imaging  procedures  in 
one  anatomic  area  using  a  single  CPT 
code.  Hospitals  can  continue  to  use 
existing  codes  to  report  combined 
services  by  reporting  multiple  HCPCS 
codes,  and  for  ratesetting,  we  use  the 
charges  reported  to  us  by  hospitals  for 
combined  services  to  calculate 
composite  APC  payment  rates. 

Comment:  The  commenters  asked  for 
clarifications  and  offered 
recommendations  regarding  how  the 
multiple  imaging  composite  policy 
would  be  implemented.  A  few 
commenters  also  requested  that  CMS 
clarify  what  constitutes  a  “single 
session”  and  provide  guidance  on  how 
hospitals  are  to  bill  and  receive  payment 
for  multiple  imaging  procedures 
provided  on  the  same  date  of  service  but 
during  different  encounters.  According 
to  the  commenters,  a  composite 
payment  would  not  be  appropriate  in 
such  cases  because  facility  resources  are 
expended  each  and  every  time  a  patient 
is  seen  for  a  separate  procedure.  Some 
commenters  suggested  CMS  address 
these  cases  by  allowing  the  use  of  the 
“59”  modifier  to  signify  a  distinct 
procedural  service  and  implementing  1/ 
OCE  logic  that  would  not  assign 
composite  payment  in  those  instances. 
Other  commenters  stated  that  hospitals 
would  not  track  whether  multiple  scans 
took  place  during  single  or  separate 
sessions  on  the  same  day,  and  asked 
that  CMS  provide  standard  (sole  service) 
APC  payment  when  hospitals  provide 
imaging  services  that  would  otherwise 
be  subject  to  the  composite 


methodology  on  the  .same  date  of  service 
but  at  different  times. 

Response:  A  single  imaging  session 
for  purposes  of  the  multiple  imaging 
composite  APC  payment  policy  involves 
more  than  one  procedure  within  the 
same  family  provided  on  a  single  date 
of  service.  We  believe  that  composite 
payment  is  appropriate  even  when 
procedures  are  provided  on  the  same 
date  of  service  but  at  different  times, 
because  hospitals  do  not  expend  the 
same  facility  resources  each  and  every 
time  a  patient  is  seen  for  a  distinct 
imaging  service  in  a  separate  imaging 
session.  In  most  cases,  we  expect  that 
patients  in  these  circumstances  would 
receive  imaging  procedures  at  different 
times  during  a  single  prolonged  hospital 
outpatie.nt  encounter.  The  efficiencies 
that  may  be  gained  from  providing 
multiple  imaging  procedures  during  a 
single  session  are  achieved  in  ways 
other  than  merely  not  having  to 
reposition  the  patient.  For  example,  a 
patient  who  has  two  MRI  procedures 
three  hours  apart  during  a  single 
hospital  outpatient  encounter  would  not 
have  to  be  registered  again,  and  hospital 
staff  might  not  have  to  explain  the 
procedure  in  detail  prior  to  the  second 
scan.  In  the  case  of  multiple  procedures 
involving  contrast  that  are  provided  at 
different  times  during  a  single  hospital 
outpatient  encounter,  establishment  of 
new  intravenous  access  for  the  second 
study  would  not  be  necessary.  Even  if 
the  same  level  of  efficiencies  could  not 
be  gained  for  multiple  imaging 
procedures  performed  on  the  same  date 
of  service  but  at  different  times,  we 
expect  that  any  higher  costs  associated 
with  these  cases  would  be  reflected  in 
the  claims  data  and  cost  reports  we  use 
to  calculate  the  median  costs  for  the 
multiple  imaging  composite  APCs,  and 
therefore,  in  the  payment  rates  for  the 
multiple  imaging  composite  APCs.  We 
do  not  believe  it  is  necessary  or 
appropriate  for  hospitals  to  report 
imaging  procedures  provided  on  the 
same  date  of  service  but  during  different 
encounters  any  differently  than  they 
would  report  imaging  procedures 
performed  consecutively  with  no  time 
in  between. 

In  all  cases,  hospitals  that  furnish 
more  than  one  imaging  procedure  to  a 
Medicare  beneficiary  in  the  HOPD  on 
the  same  date  of  service  must  bill  all 
imaging  services  on  the  same  claim.  We 
expect  to  carefully  monitor  any  changes 
in  billing  practices  on  a  service-specific 
and  hospital-specific  basis  to  determine 
whether  there  is  reason  to  request  that 
QIOs  review  the  quality  of  care 
furnished  or  to  request  that  Program 
Safeguard  Contractors  review  the  claims 
against  the  medical  record. 
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Comment:  Several  comment ers  asked 
whether  the  multiple  imaging  composite 
policy  would  affect  application  of 
section  5102(b)(1)  of  the  Deficit 
Reduction  Act  (DRA),  which  requires 
CMS  to  cap  the  technical  component  of 
the  MPFS  payment  amount  by  the  OPPS 
payment  amount  for  certain  imaging 
procedures.  One  commenter  asked  if  the 
savings  from  this  proposal  are  budget 
neutral. 

Response:  The  payment  comparison 
for  the  DRA  cap  on  the  MPFS  technical 
component  payment  for  imaging 
services  will  continue  to  be  made 
between  the  applicable  MPFS  technical 
component  payment  and  the  payment 
for  the  standard  (sole  service)  imaging 
APC  payment  for  services  subject  to  the 
cap,  even  if  multiple  MPFS  imaging 
services  subject  to  the  DRA  cap  are 
provided  in  one  imaging  session. 

Modest  imaging  savings  from  the 
multiple  imaging  composite 
methodology  of  0.4  percent  are  budget 
neutral  and  are  redistributed  to  other 
services  paid  under  the  OPPS  for  CY 
2009. 

In  summary,  after  consideration  of  the 
public  comments  received,  we  are 
adopting  our  CY  2009  proposal,  without 
modification,  to  utilize  the  three  OPPS 
imaging  families  discussed  above  in  this 
section,  incorporating  statutoiy 
requirements  to  differentiate  OPPS 
payment  for  imaging  services  provided 
with  contrast  and  without  contrast  as 
required  by  section  1833(t)(2)(G)  of  the 
Act,  to  create  five  multiple  imaging 
composite  APCs  for  payment  in  CY 
2009.  The  multiple  imaging  composite 
APCs  for  CY  2009  are:  APC  8004 
(Ultrasound  Composite);  APC  8005  (CT 
and  CTA  without  Contrast  Composite); 
APC  8006  (  CT  and  CTA  with  Contrast 
Composite);  APC  8007  (MRI  and  MRA 
without  Contrast  Composite);  and  APC 
8008  (MRI  and  MRA  with  Contrast 
Composite).  The  composite  APCs  have 
status  indicators  of  “S,”  signifying  that 
payment  for  the  APC  is  not  reduced 
when  it  appears  on  the  same  claim  with 
other  significant  procedures. 


We  will  provide  one  composite  APC 
payment  each  time  a  hospital  bills  more 
than  one  procedure  described  by  the 
HCPCS  codes  in  an  OPPS  imaging 
family  displayed  in  Table  8  below,  on 
a  single  date  of  service.  If  the  hospital 
performs  a  procedure  without  contrast 
during  the  same  session  as  at  least  one 
other  procedure  with  contrast  using  the 
same  imaging  modality,  then  the 
hospital  will  receive  payment  for  the 
“with  contrast”  composite  APC.  A 
single  imaging  procedure,  or  imaging 
procedures  reported  with  HCPCS  codes 
assigned  to  different  OPPS  imaging 
families,  will  be  paid  according  to  the 
standard  OPPS  methodology  through 
the  standard  (sole  service)  imaging 
APCs  to  which  they  are  assigned  in  CY 
2009.  Hospitals  will  continue  to  use  the 
same  HCPCS  codes  to  report  imaging 
procedures,  and  the  I/OCE  will 
determine  when  combinations  of 
imaging  procedures  qualify  for 
composite  APC  payment  or  map  to 
standard  (sole  service)  APCs  for 
payment.  We  will  make  a  single 
payment  for  those  imaging  procedures 
thpt  qualify  for  composite  APC 
payment,  as  well  as  any  packaged 
services  furnished  on  the  same  date  of 
service. 

To  calculate  the  final  rule  median 
costs  for  the  five  multiple  imaging 
composite  APCs,  we  removed  any 
HCPCS  codes  in  the  OPPS  imaging 
families  that  overlapped  with  codes  on 
our  bypass  list  to  avoid  splitting  claims 
with  multiple  units  or  multiple 
occurrences  of  codes  in  an  OPPS 
imaging  family  into  new  “pseudo” 
single  claims.  The  imaging  HCPCS 
codes  that  we  removed  fi’om  the  bypass 
list  for  purposes  of  calculating  the 
multiple  imaging  composite  APC 
median  costs  appear  in  Table  9  below. 
(We  refer  readers  to  section  II.A.l.b.  of 
this  final  rule  with  comment  period  for 
further  discussion  of  how  we  treat 
claims  with  HCPCS  codes  in  the  OPPS 
imaging  families  that  are  also  on  the 
bypass  list.)  We  integrated  the 
identification  of  imaging  composite 
“single  session”  claims,  that  is,  claims 


with  multiple  imaging  procedures 
within  the  same  family  on  the  same  date 
of  service,  into  the  creation  of  “pseudo” 
single  claims  to  ensure  that  claims  were 
split  in  the  “pseudo”  single  process  into 
accurate  reflections  of  either  a 
composite  “single  session”  imaging 
service  or  a  standard  sole  imaging 
service  resource  cost.  Like  all  single 
bills,  the  new  composite  “single 
session”  claims  were  for  the  same  date 
of  service  and  contained  no  other 
separately  paid  services  in  order  to 
isolate  the  session  imaging  costs.  Our 
last  step  after  processing  all  claims 
through  the  “pseudo”  single  process 
was  to  reassess  the  remaining  multiple 
procedure  claims  using  the  full  bypass 
list  and  bypass  process.  This  enhanced 
our  proposed  rule  methodology  of  only 
identifying  line-item  costs  for  HCPCS 
codes  in  the  OPPS  imaging  families 
remaining  on  multiple  procedure  claims 
with  one  unit  of  the  imaging  HCPCS 
code  and  no  other  imaging  services  in 
the  families  as  potential  “pseudo” 
single  bills  for  use  in  calculating  the 
median  costs  for  sole  imaging  services. 
For  this  final  rule  with  comment  period, 
we  not  only  made  “pseudo”  single  bills 
out  of  line-items  for  the  HCPCS  codes  in 
the  OPPS  imaging  families  overlapping 
with  the  HCPCS  codes  on  the  bypass 
list,  which  appear  in  Table  9  below,  but 
we  reassessed  each  claim  after  removing 
these  line-items  in  order  to  see  if  we 
could  make  other  “pseudo”  single  bills. 
That  is,  we  assessed  whether  a  single 
separately  paid  service  rerhained  on  the 
claim  after  removing  line-items  for  the 
“overlap  bypass  codes.”  In  particular, 
this  change  significantly  increased  the 
number  of  single  bills  available  for  APC 
0274  (Myelography)  for  this  final  rule 
with  comment  period.  We  were  able  to 
identify  1.8  million  “single  session” 
claims  out  of  an  estimated  3  million 
potential  composite  cases  from  our 
ratesetting  claims  database,  or  over  half 
of  all  eligible  claims,  to  calculate 
median  costs  for  the  5  final  CY  2009 
OPPS  multiple  imaging  composite 
APCs. 


Table  8— OPPS  Imaging  Families  and  Multiple  Imaging  Procedure  Composite  APCs 


Family  1 — Ultrasound 


Final  CY  2009  APC  8004 


76604 

76700 

76705 

76770 

76775 

76776 
76831 
76856 
76870 


(Ultrasound  Composite) 


Final  CY  2009  Approximate  APC  Median  Cost  =  $188 


Us  exam,  chest. 

Us  exam,  abdom,  complete. 
Echo  exam  of  abdomen. 

Us  exam  abdo  back  wall,  comp. 
Us  exam  abdo  back  wall,  lim. 

Us  exam  k  transpi  w/Doppler. 
Echo  exam,  uterus. 

Us  exam,  pelvic,  complete. 

Us  exam,  scrotum. 
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Table  8— OPPS  Imaging  Families  and  Multiple  Imaging  Procedure  Composite  APCs— Continued 


76857  .  Us  exam,  pelvic,  limited. 

Family  2 — CT  and  CTA  with  and  without  Contrast 

Final  CY  2009  APC  8005  (CT  and  CTA  without  Final  CY  2009  Approximate  APC  Median  Cost  =  $406 
Contrast  Composite)  * 

0067T  .  Ct  colonography;dx. 

70450  .  Ct  head/brain  w/o  dye. 

70480  .  Ct  orbit/ear/fossa  w/o  dye. 

70486  .  Ct  maxillofacial  w/o  dye. 

70490  .  Ct  soft  tissue  neck  w/o  dye. 

71250  .  Ct  thorax  w/o  dye. 

72125  .  Ct  neck  spine  w/o  dye. 

72128  .  Ct  chest  spine  w/o  dye. 

72131  .  Ct  lumbar  spine  w/o  dye. 

72192  .  Ct  pelvis  w/o  dye. 

73200  .  Ct  upper  extremity  w/o  dye. 

73700  .  Ct  lower  extremity  w/o  dye. 

Final  CY  2009  APC  8006  (CT  and  CTA  with  Final  CY  2009  Approximate  APC  Median  Cost  =  $621 
Contrast  Composite) 


70487  .  Ct  maxillofacial  w/dye. 

70460  .  Ct  head/brain  w/dye. 

70470  .  Ct  head/brain  w/o  &  w/dye. 

70481  .  Ct  orbit/ear/fossa  w/dye. 

70482  .  Ct  orbit/ear/fossa  w/o&w/dye. 

70488  .  Ct  maxillofacial  w/o  &  w/dye. 

70491  .  Ct  soft  tissue  neck  w/dye. 

70492  .  Ct  sft  tsue  nek  w/o  &  w/dye. 

70496  .  Ct  angiography,  head. 

70498  .  Ct  angiography,  neck. 

71260  .  Ct  thorax  w/dye. 

71270  .  Ct  thorax  w/o  &  w/dye. 

71275  .  Ct  angiography,  chest. 

72126  . . .  Ct  neck  spine  w/dye. 

72127  .  Ct  neck  spine  w/o  &  w/dye. 

72129  .  Ct  chest  spine  w/dye. 

72130  .  Ct  chest  spine  w/o  &  w/dye. 

72132  .  Ct  lumbar  spine  w/dye. 

72133  .  Ct  lumbar  spine  w/o  &  w/dye. 

72191  .  Ct  angiograph  pelv  w/o&w/dye. 

72193  .  Ct  pelvis  w/dye. 

72194  .  Ct  pelvis  w/o  &  w/dye. 

73201  .  Ct  upper  extremity  w/dye. 

73202  .  Ct  uppr  extremity  w/o&w/dye. 

73206  . '...  Ct  angio  upr  extrm  w/o&w/dye. 

73701  .  Ct  lower  extremity  w/dye. 

73702  . .  Ct  Iwr  extremity  w/o&w/dye. 

73706  .  Ct  angio  Iwr  extr  w/o&w/dye. 

74160  .  Ct  abdomen  w/dye. 

74170  .  Ct  abdomen  w/o  &  w/dye. 

74175  .  Ct  angio  abdom  w/o  &  w/dye. 

75635  . .  Ct  angio  abdominal  arteries. 

Family  3 — MRI  and  MRA  with  and  without  Contrast 

Final  CY  2009  APC  8007  (MRI  and  MRA  without  i  Final  CY  2009  Approximate  APC  Median  Cost  =  $695 
Contrast  Composite)  *  I  . 


70336  .  Magnetic  image,  jaw  joint. 

70540  .  Mri  orbit/face/neck  w/o  dye. 

70544  . .  Mr  angiography  head  w/o  dye. 

70547  .  Mr  angiography  neck  w/o  dye. 

70551  .  Mri  brain  w/o  dye. 

70554  .  Fmri  brain  by  tech. 

71550  .  Mri  chest  w/o  dye. 

72141  .  Mri  neck  spine  w/o  dye. 

72146  .  Mri  chest  spine  w/o  dye. 

72148  .  Mri  lumbar  spine  w/o  dye. 

72195  .  Mri  pelvis  w/o  dye. 

73218  .  Mri  upper  extremity  w/o  dye. 

73221  .  Mri  joint  upr  extrem  w/o  dye. 

73718  .  Mri  lower  extremity  w/o  dye. 
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73721  . .  Mri  jnt  of  Iwr  extre  w/o  dye. 

74181  .  Mri  abdomen  w/o  dye. 

75557  .  Cardiac  mri  for  morph. 

75559  .  Cardiac  mri  w/stress  img. 

C8901  ....: .  MRA  w/o  cont,  abd. 

C8904  .  MRI  w/o  cont,  breast,  uni. 

C8907  . . .  MRI  w/o  cont,  breast,  bi. 

C8910 .  MRA  w/o  cont,  chest. 

C8913 . . .  MRA  w/o  cont,  Iwr  ext. 

C8919 . . .  MRA  w/o  cont,  pelvis. 


Final  CY  2009  APC  8008  (MRI  and  MRA  with  !  Final  CY  2009  Approximate  APC  Median  Cost  =  968 
Contrast  Composite) 


70549  .  Mr  angiograph  neck  w/o&w/dye. 

70542  .  Mri  orbit/face/neck  w/dye. 

70543  .  Mri  orbt/fac/nck  w/o  &  w/dye. 

70545  .  Mr  angiography  head  w/dye. 

70546  . :.....  Mr  angiograph  head  w/o&w/dye. 

70548  .  Mr  angiography  neck  w/dye. 

70552  .  Mri  brain  w/dye. 

70553  .  Mri  brain  w/o  &  w/dye. 

71551  .  Mri  chest  w/dye. 

71552  .  Mri  chest  w/o  &  w/dye. 

72142  .  Mri  neck  spine  w/dye. 

72147  .  Mri  chest  spine  w/dye. 

72149  .  Mri  lumbar  spine  w/dye. 

72156  . .  Mri  neck  spine  w/o  &  w/dye. 

72157  .  Mri  chest  spine  w/o  &  w/dye. 

72158  .  Mri  lumbar  spine  w/o  &  w/dye. 

72196  . .  Mri  pelvis  w/dye. 

72197  .  Mri  pelvis  w/o  &  w/dye. 

73219  .  Mri  upper  extremity  w/dye. 

73220  .  Mri  uppr  extremity  w/o&w/dye. 

73222  .  Mri  joint  upr  extrem  w/dye. 

73223  .  Mri  joint  upr  extr  w/o&w/dye. 

73719  .  Mri  lower  extremity  w/dye. 

73720  .  Mri  Iwr  extremity  w/o&w/dye. 

73722  .  Mri  joint  of  Iwr  extr  w/dye. 

73723  .  Mri  joint  Iwr  extr  w/o&w/dye. 

74182  .  Mri  abdomen  w/dye. 

74183  .  Mri  abdomen  w/o  &  w/dye. 

75561  .  Cardiac  mri  for  morph  w/dye. 

75563  .  Card  mri  w/stress  img  &  dye. 

C8900  .  MRA  w/cont,  abd. 

C8902  .  MRA  w/o  fol  w/cont,  abd. 

C8903  . ; .  MRI  w/qont,  breast,  uni. 

C8905  .  MRI  w/o  fol  w/cont,  brst,  un. 

C8906  .  MRI  w/cont,  breast,  bi. 

C8908  .  I  MRI  w/o  fol  w/cont,  breast, 

C8909  . I  MRA  w/cont,  chest. 

C891 1  .  i  MRA  w/o  fol  w/cont,  chest. 

C8912 . . .  !  MRA  w/cont,  Iwr  ext. 

C8914 . . .  j  MRA  w/o  fol  w/cont,  Iwr  ext. 

C8918 .  I  MRA  w/cont,  pelvis. 

C8920  . . . .  I  MRA  w/o  fol  w/cont,  pelvis. 


*lf  a  “without  contrast”  CT  or  CTA  procedure  is  performed  during  the  same  session  as  a  “with  contrast”  CT  or  CTA  procedure,  the  l/OCE  will 
assiqn  APC  8006  rather  than  8005. 

*lf  a  “without  contrast”  MRI  or  MRA  procedure  is  performed  during  the  same  session  as  a  “with  contrast”  MRI  or  MRA  procedure,  the  l/OCE 
will  assign  APC  8008  rather  than  8007. 

Table  9 — OPPS  Imaging  Family  Services  Overlapping  With  HCPCS  Codes  on  the  CY  2009  Bypass  List 


Family  1 — Ultrasound 


76700  .  Us  exam,  abdom,  complete. 

76705  .  Echo  exam  of  abdomen. 

76770  .  j  Us  exam  abdo  back  wall,  comp. 

76775  . j  Us  exam  abdo  back  wall,  lim. 

76776  .  I  Us  exam  k  transpi  w/doppler. 

76856  .  I  Us  exam,  pelvic,  complete. 


76870 

76857 


Us  exam,  scrotum. 

Us  exam,  pelvic,  limited. 
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Table  9 — OPPS  Imaging  Family  Services  Overlapping  With  HCPCS  Codes  on  the  CY  2009  Bypass  List— 

Continued 


70450 

70480 

70486 

70490 

71250 

72125 

72128 

72131 

72192 

73200 

73700 

74150 


Family  2 — CT  and  CTA  with  and  without  Contrast 

Ct  head/brain  w/o  dye. 

Ct  orbit/ear/fossa  w/o  dye. 

Ct  maxillofacial  w/o  dye. 

Ct  soft  tissue  neck  w/o  dye. 

Ct  thorax  w/o  dye. 

Ct  neck  spine  w/o  dye. 

Ct  chest  spine  w/o  dye. 

Ct  lumbar  spine  w/o  dye. 

Ct  pelvis  w/o  dye. 

Ct  upper  extremity  w/o  dye. 

Ct  lower  extremity  w/o  dye. 

Ct  abdomen  w/o  dye. 

70336 

70544 

70551 

72141 

72146 

72148 

73218 

73221 

73718 

73721 


Family  3 — MRI  and  MRA  with  and  without  Contrast 


Magnetic  image,  jaw  joint. 

Mr  angiography  head  w/o  dye. 
Mri  brain  w/o  dye. 

Mri  neck  spine  w/o  dye. 

Mri  chest  spine  w/o  dye. 

Mri  lumbar  spine  w/o  dye. 

Mri  upper  extremity  w/o  dye. 
Mri  joint  upr  extrem  w/o  dye. 
Mri  lower  extremity  w/o  dye. 
Mri  jnt  of  Iwr  extre  w/o  dye. 


3.  Calculation  of  OPPS  Scaled  Payment 
Weights 

Using  the  APC  median  costs 
discussed  in  sections  II.A.l.  and  2.  of 
this  final  rule  with  comment  period,  we 
calculated  the  final  relative  payment 
weights  for  each  APC  for  CY  2009 
shown  in  Addenda  A  and  B  to  this  final 
rule  with  comment  period.  In  years 
prior  to  CY  2007,  we  standardized  all 
the  relative  payment  weights  to  APC 
0601  (Mid  Level  Clinic  Visit)  because 
mid-level  clinic  visits  were  among  the 
most  frequently  performed  services  in 
the  hospital  outpatient  setting.  We 
assigned  APC  0601  a  relative  payment 
weight  of  1.00  and  divided  the  median 
cost  for  each  APC  by  the  median  cost  for 
APC  0601  to  derive  the  relative  payment 
weight  for  each  APC. 

Beginning  with  the  CY  2007  OPPS  (71 
FR  67990),  we  standardized  all  of  the 
relative  payment  weights  to  APC  0606 
(Level  3  Clinic  Visits)  because  we 
deleted  APC  0601  as  part  of  the 
reconfiguration  of  the  visit  APCs.  We 
selected  APC  0606  as  the  base  because 
APC  0606  was  the  middle  level  clinic 
visit  APC  (that  is,  Level  3  of  five  levels). 
We  had  historically  used  the  median 
cost  of  the  middle  level  clinic  visit  APC 
(that  is  APC  0601  through  CY  2006)  to 
calculate  unsealed  weights  because  mid¬ 
level  clinic  visits  were  among  the  most 
frequently  performed  services  in  the 
hospital  outpatient  setting.  Therefore, 
for  CY  2009,  to  maintain  consistency  in 
using  a  median  for  calculating  unsealed 
weights  representing  the  median  cost  of 


some  of  the  most  frequently  provided 
services,  we  proposed  to  continue  to  use 
the  median  cost  of  the  mid-level  clinic 
visit  APC,  proposed  APC  0606,  to 
calculate  unsealed  weights.  Following 
our  standard  methodology,  but  using  the 
proposed  CY  2009  median  cost  for  APC 
0606,  for  CY  2009  we  assigned  APC 
0606  a  relative  payment  weight  of  1.00 
and  divided  the  median  cost  of  each 
APC  by  the  proposed  median  cost  for 
APC  0606  to  derive  the  unsealed 
relative  payment  weight  for  each  APC. 
The  choice  of  the  APC  on  which  to  base 
the  relative  weights  for  all  other  APCs 
does  not  affect  the  payments  made 
under  the  OPPS  because  we  scale  the 
weights  for  budget  neutrality. 

Section  1833(t)(9)(B)  of  the  Act 
requires  that  APC  reclassification  and 
recalibration  changes,  wage  index 
changes,  and  other  adjustments  be  made 
in  a  budget  neutral  manner.  Budget 
neutrality  ensures  that  estimated 
aggregate  payments  under  the  OPPS  for 
CY  2009  are  neither  greater  than  nor  less 
than  the  estimated  aggregate  payments 
that  would  have  been  made  without  the 
changes.  To  comply  with  this 
requirement  concerning  the  APC 
changes,  we  proposed  to  compare 
aggregate  payments  using  the  CY  2008 
scaled  relative  weights  to  aggregate 
payments  using  the  CY  2009  unsealed 
relative  weights.  Again  this  year,  we 
included  payments  to  CMHCs  in  our 
comparison.  Based  on  this  comp€u-ison, 
we  adjusted  the  unsealed  relative 
weights  for  purposes  of  budget 


neutrality.  The  unsealed  relative 
payment  weights  were  adjusted  by  a 
weight  scaler  of  1.3354  for  budget 
neutrality  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41452).  In 
addition  to  adjusting  for  increases  and 
decreases  in  weight  due  to  the 
recalibration  of  APC  medians,  the  scaler 
also  accounts  for  any  change  in  the  base, 
other  than  changes  in  volume  which  are 
not  a  factor  in  the  weight  scaler. 

Section  1833(t)(14)(H)  of  the  Act,  as 
added  by  section  621(a)(1)  of  Public 
Law  108-173,  states  that,  “Additional 
expenditures  resulting  from  this 
paragraph  shall  not  be  taken  into 
account  in  establishing  the  conversion 
factor,  weighting  and  other  adjustment 
factors  for  2004  and  2005  under 
paragraph  (9)  but  shall  be  taken  into 
account  for  subsequent  years.”  Section 
1833(t)(14)  of  the  Act  provides  the 
payment  rates  for  certain  "specified 
covered  outpatient  drugs.”  Therefore, 
the  cost  of  those  specified  covered 
outpatient  drugs  (as  discussed  in  section 
V.  of  this  final  rule  with  comment 
period)  is  included  in  the  budget 
neutrality  calculations  for  the  CY  2009 
OPPS. 

We  did  not  receive  any  public 
comments  on  the  proposed 
methodology  for  calculating  scaled 
weights  fi-om  the  median  costs  for  the 
CY  2009  OPPS.  Therefore,  we  are 
finalizing  our  proposed  methodology, 
without  modification,  including 
updating  of  the  budget  neutrality  scaler 
for  this  final  rule  with  comment  period. 
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consideration  and  determine  which  data 
we  can  provide  at  the  first  CY  2009  APC 
Panel  meeting  that  would  best  respond 
to  this  recommendation.  The  APC  Panel 
also  recommended  that  CMS  present 
data  at  the  first  CY  2009  APC  Panel 
meeting  on  usage  and  frequency, 
geographic  distribution,  and  size  and 
type  of  hospitals  performing  nuclear 
medicine  examinations  and  using 
radioisotopes  to  ensure  that  access  to 
these  services  is  preserved  for  Medicare 
beneficiaries.  This  recommendation  is 
discussed  in  more  detail  in  section 
V.B.2.C.  of  this  final  rule  with  comment 
period. 

Hospitals  include  charges  for 
packaged  services  on  their  claims,  and 
the  costs  associated  with  those  packaged 
services  are  then  added  to  the  costs  of 
separately  payable  procedures  on  the 
same  claims  in  establishing  payment 
rates  for  the  separately  payable  services. 
We  encourage  hospitals  to  report  all 
HCPCS  codes  that  describe  packaged 
services  that  were  provided,  unless  CPT 
or  CMS  provide  other  guidance.  If  a 
HCPCS  code  is  not  reported  when  a 
packaged  service  is  provided,  it  can  be 
challenging  to  track  utilization  patterns 
and  resource  costs. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41453),  we  proposed  to 
further  refine  our  identification  of  the 
different  types  of  conditionally 
packaged  HCPCS  codes  that  were 
previously  all  assigned  status  indicator 
“Q”  (Packaged  Services  Subject  to 
Separate  Payment  under  OPPS  Payment 
Criteria)  under  the  OPPS  for  CY  2009. 
We  proposed  to  create  and  assign  status 
indicators  “Ql”  (“STVX-Packaged 
Codes”).  “Q2”  (“T-Packaged  Codes”),  or 
“03”  (Codes  that  may  be  paid  through 
a  composite  APC)  to  each  conditionally 
packaged  HCPCS  code.  We  refer  readers 
to  section  XIII.A.l.  of  this  final  rule  with 
comment  period  for  a  complete 
discussion  of  status  indicators  and  our 
status  indicator  changes  for  CY  2009. 

While  most  conditionally  packaged 
HCPCS  codes  are  assigned  to  only  one 
of  the  conditionally  packaged  categories 
described  above,  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41453),  we 
proposed  to  assign  one  particular 
HCPCS  code  to  two  conditionally 
packaged  categories  for  CY  2009. 
Specifically,  we  proposed  to  treat  CPT 
code  75635  (Computed  tomographic 
angiography,  abdominal  aorta  and 
bilateral  iliofemoral  lower  extremity 
runoff,  with  contrast  material(s), 
including  noncontrast  images,  if 
performed,  and  image  postprocessing) 
as  both  a  “T-packaged  code”  and  a 
component  of  composite  APC  8006  (CT 
and  CTA  with  Contrast  Composite).  We 
proposed  to  assign  this  code  status 


indicator  “Q2”  in  Addendum  B  and 
“Q3”  in  Addendum  M,  to  signify  its 
dual  treatment.  For  CY  2009,  we 
proposed  to  first  assess  whether  CPT 
code  75635  would  be  packaged  or 
separately  payable,  based  on  its  status  as 
a  “T-packaged  code.”  If  the  service 
reported  with  CPT  code  75635  would  be 
separately  payable  due  to  the  absence  of 
another  procedure  on  the  claim  with 
status  indicator  “T”  for  the  same  date  of 
service,  the  code  would  then  be 
assessed  in  the  context  of  any  other 
relevant  imaging  services  reported  on 
the  claim  for  the  same  date  of  service  to 
determine  whether  payment  for  CPT 
code  75635  under  composite  APC  8006 
would  be  appropriate.  If  the  criteria  for 
payment  of  the  code  under  composite 
APC  8006  are  not  met,  then  CPT  code 
75635  would  be  separately  paid  based 
on  APC  0662  (CT  Angiography)  and  its 
corresponding  payment  rate  displayed 
in  Addendum  B  to  this  final  rule  with 
comment  period. 

We  received  many  public  comments 
related  to  the  CY  2009  proposals  for 
payment  of  packaged  services  that  are 
not  drugs.  We  have  responded  to  public 
comments  on  the  packaging  of  payment 
for  drugs,  including  contrast  media  and 
diagnostic  radiopharmaceuticals,  in 
section  V.B.2.C.  of  this  final  rule  with 
comment  period. 

Comment:  Several  commenters  were 
pleased  that  CMS  did  not  propose  to 
extend  packaging  to  additional 
categories  of  services  for  CY  2009.  These 
commenters  believed  that  it  was 
appropriate  for  CMS  to  study  the  effects 
of  newly  packaging  many  services  for 
CY  2008  before  choosing  to  package 
additional  services.  One  commenter 
asked  that  we  reconsider  all  packaging 
in  general  because  of  the  adverse 
financial  impact  it  has  on  some 
hospitals. 

Many  commenters  recommended  that 
CMS  define  principles  and/or 
thresholds  to  determine  whether  a 
HCPCS  code  should  be  packaged, 
consistent  with  the  August  2008  APC 
Panel  recommendation  that  CMS 
establish  a  threshold  (for  example,  a 
proportion  of  cases  in  which  the  service 
is  provided  ancillary  and  dependent  to 
another  service,  rate  of  change  in 
utilization  over  time,  and  market 
penetration)  when  packaging  will  be 
considered.  While  the  APC  Panel 
recommendation  was  discussed  in  the 
context  of  packaging  intravascular 
ultrasound,  intracardiac 
echocardiography,  and  fractional  flow 
reserve,  those  general  comments  related 
to  a  threshold  are  summarized  here. 

One  commenter  suggested  the 
following  packaging  principles: 
packaging  should  be  reserved  for  higher- 


volume,  lower-cost,  minor  and  ancillary 
services  that  are  frequently  performed 
with  an  independent  service;  low 
volume  procedures  performed  only 
occasionally  in  conjunction  with  the 
independent  service  should  not  be 
packaged;  device-dependent  procedures 
or  procedures  utilizing  both  single-use 
devices  and  capital  equipment  designed 
exclusively  for  use  with  that  unique 
service  should  not  be  packaged;  add-on 
codes  that  are  infrequently  performed 
among  all  cases  of  the  independent 
services  they  accompany  should  not  be 
packaged;  and  exceptions  to  the 
packaging  policy  should  be  permitted 
when  packaging  could  unreasonably 
impede  access  to  valuable  technologies. 
Many  commenters  suggested  that 
resource  costs  should  be  considered 
when  determining  whether  to  package 
services,  in  accordance  with  MedPAC’s 
comment,  which  stated  that  packaging 
should  be  reserved  for  “ancillaries  that 
are  frequently  provided  or  inexpensive 
in  relation  to  the  associated 
independent  service.”  Another 
commenter  recommended  that  CMS 
should  only  package  items  that  have 
substitutes;  that  CMS  should  take  cost 
and  volume  into  consideration  when 
determining  whether  to  package  a 
service;  and  that  CMS  should  package 
the  charges  for  packaged  services  in  a 
logical  and  more  deliberate  manner, 
ensuring  that  packaged  costs 
representing  dependent  services  are 
allocated  only  to  corresponding 
independent  services.  C3ne  commenter 
suggested  that  CMS  should  only 
package  payment  for  a  dependent 
service  if  the  payment  rate  fo”  the 
independent  service  increases 
appropriately.  Many  commenters 
recommended  that  CMS  consider  a 
simple  cost  threshold,  similar  to  the  $60 
per  day  drug  packaging  threshold  that 
CMS  proposed  would  determine 
whether  payment  for  most  drugs  would 
be  packaged  or  separately  paid  in  CY 
2009. 

Response:  We  agree  with  the 
commenters  that  we  should  examine 
claims  data  from  CY  2008  that  reflect 
the  first  year  of  a  significant  change  in 
packaging  under  the  OPPS  and  note  that 
we  did  not  propose  to  package 
additional  large  categories  of  services 
for  CY  2009  because  we  wanted  a 
chance  to  study  the  effects  of  packaging 
payment.  We  will  have  CY  2008  claims 
available  for  the  CY  2010  rulemaking 
cycle  and  will  determine  at  that  time 
whether  it  would  be  appropriate  to 
propose  to  package  additional  categories 
of  services.  As  noted  below  in  section 
II.A.4.b.(l)  of  this  final  rule  with 
comment  period,  we  plan  to  review  CY 
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2008  claims  data  with  the  APC  Panel  to 
assess  any  changes  in  utilization 
patterns  of  packaged  services  as 
previously  recommended  by  the  APC 
Panel. 

While  we  are  not  adopting  additional 
packaging  principles  or  a  nondrug 
packaging  threshold  for  CY  2009,  we 
understand  the  concerns  of  the 
commenters  and  are  committed  to 
considering  this  issue  further  in  the 
future,  balancing  the  concerns  of  the 
commenters  with  our  goal  of  continuing 
to  encourage  efficient  use  of  hospital 
resources.  The  criteria  that  the 
commenters  provided  are  focused 
almost  exclusively  on  preventing 
packaging,  rather  than  on  determining 
when  packaging  would  be  appropriate. 
We  believe  that  packaging  is  appropriate 
when  the  nature  of  a  service  is  such  that 
it  is  supportive  and  ancillary  to  another 
service,  whether  or  not  the  dependent 
service  is  always  furnished  with  the 
independent  service  and  regardless  of 
the  cost  of  the  supportive  ancillary 
service.  For  example,  we  do  not  want  to 
create  financial  incentives  to  use  one 
form  of  guidance  instead  of  another,  or 
to  use  guidance  all  the  time,  even  if  a 
procedure  could  be  performed  safely 
without  guidance.  In  addition,  it  is  not 
clear  whether  one  set  of  packaging 
principles  or  one  threshold  could  apply 
to  the  wide  variety  of  services  paid 
under  the  OPPS.  Moreover,  we  are  fully 
committed  to  continuing  to  advance 
value-based  purchasing  by  Medicare  in 
the  hospital  outpatient  setting,  to  further 
the  focus  on  value  of  care  rather  than 
volume,  and  we  believe  that  packaging 
payment  into  larger  payment  bundles 
under  the  OPPS  is  an  appropriate 
component  of  our  strategy. 

In  general,  we  believe  that  packaging 
should  reflect  the  reality  of  how  services 
are  furnished  and  reported  on  claims  by 
hospitals.  We  believe  that  nonspecific 
packaging  (as  opposed  to  selected  code 
packaging)  based  on  combinations  of 
services  observed  on  hospital  claims  is 
appropriate  because  of  the  myriad 
combinations  of  services  that  can  be 
appropriately  provided  together.  As 
explained  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66617),  we  have  used  this  approach  to 
ratesetting  throughout  the  history  of  the 
OPPS,  and  note  that  payment  for  APC 
groups  currently  reflects  significant 
nonspecific  packaging  in  many  cases. 
We  do  not  agree  with  the  commenters 
that  we  should  only  package  services 
that  are  low  cost  ancillary  and 
supportive  services  that  appear 
frequently  with  an  independent  service. 
To  adopt  that  policy  would  essentially 
negate  the  concept  of  averaging  that  is 
an  underlying  premise  of  a  prospective 


payment  system  because  we  would 
package  only  services  that  would 
increase  the  payment  for  the 
independent  service,  and  hospitals 
would  not  have  a  particular  incentive  to 
provide  care  more  efficiently. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  package  payment  for 
five  categories  of  ancillary  and 
supportive  services  for  CY  2009, 
specifically  guidance  services,  image 
processing  services,  intraoperative 
services,  imaging  supervision  and 
interpretation  services,  and  observation 
services,  that  are  provided  in 
association  with  independent, 
separately  paid  services,  without  a 
specific  threshold  for  the  cost  or 
utilization  of  those  supportive  services. 
The  final  CY  2009  payment  policies  for 
contrast  media  and  diagnostic 
radiopharmaceuticals  are  discussed  in 
section  V.B.2.b.  of  this  final  rule  with 
comment  period. 

b.  Service-Specific  Packaging  Issues 

(1)  Packaged  Services  Addressed  by  the 
APC  Panel  Recommendations 

The  Packaging  Subcommittee  of  the 
APC  Panel  was  established  to  review  all 
packaged  HCPCS  codes.  In  deciding 
whether  to  package  a  service  or  pay  for 
a  code  separately,  we  have  historically 
considered  a  variety  of  factors, 
including  whether  the  service  is 
normally  provided  separately  or  in 
conjunction  with  other  services;  how 
likely  it  is  for  the  costs  of  the  packaged 
code  to  be  appropriately  mapped  to  the 
separately  payable  codes  with  which  it 
was  performed;  and  whether  the 
expected  cost  of  the  service  is  relatively 
low.  As  discussed  in  section  lI.A.4.a.  of 
this  final  rule  with  comment  period 
regarding  our  packaging  approach  for 
CY  2008,  we  established  packaging 
criteria  that  apply  to  seven  categories  of 
codes  whose  payments  are  packaged. 
Four  of  the  APC  Panel’s  packaging 
recommendations  from  its  March  2008 
meeting  reference  codes  are  included  in 
the  seven  categories  of  services  that  we 
packaged  for  CY  2008.  For  these  four 
recommendations,  we  specifically 
applied  the  packaging  considerations 
that  apply  to  those  seven  categories  of 
codes  in  determining  whether  a  code 
should  be  proposed  as  packaged  or 
separately  payable  for  CY  2009. 
Specifically,  we  determined  whether  a 
service  is  a  dependent  service  falling 
into  one  of  the  seven  specified 
categories  that  is  always  or  almost 
always  provided  integral  to  an 
independent  service.  For  those  two  APC 
Panel  recommendations  that  do  not  fit 


into  any  of  the  seven  categories  of 
services  that  were  part  of  the  CY  2008 
packaging  approach,  we  applied  the 
packaging  criteria  noted  above  in  this 
section  that  were  historically  used 
under  the  OPPS.  Moreover,  we  took  into 
consideration  our  interest  in  possibly 
expanding  the  size  of  payment  groups 
for  component  services  to  provide 
encounter-based  or  episode-of-care- 
based  payment  in  the  future  in  order  to 
encourage  hospital  efficiency  and 
provide  hospitals  with  maximal 
flexibility  to  manage  their  resources. 

The  Packaging  Subcommittee 
reviewed  the  packaging  status  of 
numerous  HCPCS  codes  and  reported  its 
findings  to  the  APC  Panel  at  its  March 

2008  meeting.  The  APC  Panel  accepted 
the  report  of  •the  Packaging 
Subcommittee,  heard  several 
presentations  on  certain  packaged 
services,  discussed  the  deliberations  of 
the  Packaging  Subcommittee,  and 
recommended  that — 

1;  CMS  provide  additional  data  to 
support  packaging  radiation  oncology 
guidance  services  for  review  by  the  Data 
Subcommittee  at  the  next  APC  Panel 
meeting.  (Recommendation  1) 

2.  CPT  code  36592  (Collection  of 
blood  specimen  using  established 
central  or  peripheral  catheter,  venous, 
not  otherwise  specified)  be  treated  as  an 
“STVX-packaged  code”  for  CY  2009  and 
assigned  to  the  same  APC  as  CPT  code 
36591  (Collection  of  blood  specimen 
from  a  completely  implantable  venous 
access  device)  until  adequate  data  are 
collected  that  would  enable  CMS  to 
determine  its  own  payment  rate. 

(Recommendation  2) 

3.  HCPCS  code  A4306  (Disposable 
drug  delivery  system,  flow  rate  of  less 
than  50  mL  per  hour)  remain  packaged 
for  CY  2009.  (Recommendation  3) 

4.  CPT  code  74305  (Cholangiography 
and/or  pancreatography;  through 
existing  catheter,  radiological 
supervision  and  interpretation)  be 
treated  as  a  “T-packaged  code”  for  CY 

2009  and  that  CMS  consider  assigning 
this  code  to  APC  0263  (Level  I 
Miscellaneous  Radiology  Procedures). 
(Recommendation  4) 

5.  CMS  reinstate  separate  payment  for 
the  following  intravascular  ultrasound 
and  intracardiac  echocardiography 
codes;  CPT  codes  37250  (Intravascular 
ultrasound  (non-coronary  vessel)  during 
diagnostic  evaluation  and/or  therapeutic 
intervention;  initial  vessel);  37251 
(Intravascular  ultrasound  (non-coronary 
vessel)  during  diagnostic  evaluation 
and/or  therapeutic  intervention;  each 
additional  vessel);  92978  (Intravascular 
ultrasound  (coronary  vessel  or  graft) 
during  diagnostic  evaluation  and/or 
therapeutic  intervention  including 
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imaging  supervision,  interpretation  and 
report:  initial  vessel);  92979 
(Intravascular  ultrasound  (coronary 
vessel  or  graft)  during  diagnostic 
evaluation  and/or  therapeutic 
intervention  including  imaging 
supervision,  interpretation  and  report: 
each  additional  vessel);  and  93662 
(Intracardiac  echocardiography  during 
therapeutic/diagnostic  intervention, 
including  imaging  supervision  and 
interpretation).  (Recommendation  5) 

6r.  CMS  continue  to  package 
diagnostic  radiopharmaceuticals  for  CY 
2009.  (Recommendation  6) 

7.  The  Packaging  Subcommittee 
continue  its  work.  (Recommendation  7) 

In  addition,  the  Packaging 
Subcommittee  reported  its  findings  to 
the  APC  Panel  at  its  August  2008 
meeting.  The  APC  Panel  accepted  the 
report  of  the  Packaging  Subcommittee, 
heard  presentations  on  several  packaged 
services,  discussed  the  deliberations  of 
the  Packaging  Subcommittee  and 
recommended  that — 

8.  CMS  pay  separately  for  the 
following  IVUS,  ICE,  and  FFR  CPT 
codes:  37250  (Intravascular  ultrasound 
(non-coronary  vessel)  during  diagnostic 
evaluation  and/or  therapeutic 
intervention;  initial  vessel);  37251 
(Intravascular  ultrasound  (non-coronary 
vessel)  during  diagnostic  evaluation 
and/or  therapeutic  intervention;  each 
additional  vessel);  92978  (Intravascular 
ultrasound  (coronary  vessel  or  graft) 
during  diagnostic  evaluation  and/or 
therapeutic  intervention  including 
imaging  supervision,  interpretation  and 
report;  initial  vessel);  92979 
(Intravascular  ultrasound  (coronary 
vessel  or  graft)  during  diagnostic 
evaluation  and/or  therapeutic 
intervention  including  imaging 
supervision,  interpretation  and  report; 
each  additional  vessel);  93662 
(Intracardiac  echocardiography  during 
therapeutic/diagnostic  intervention, 
including  imaging  supervision  and 
interpretation):  93571  (Intravascular 
Doppler  velocity  and/or  pressure 
derived  coronary  flow  reserve 
measurement  (coronary  vessel  or  graft) 
during  coronary  angiography  including 
pharmacologically  induced  stress, 
initial  vessel);  and  93572  (Intravascular 
Doppler  velocity  and/or  pressure 
derived  coronary  flow  reserve 
measurement  (coronary  vessel  or  graft) 
during  coronary  angiography  including 
pharmacologically  induced  stress,  each 
additional  vessel). 

The  APC  Panel  further  recommended 
that  CMS  establish  a  threshold  (for 
example,  a  proportion  of  cases  in  which 
the  service  is  provided  ancillary  and 
dependent  to  another  service,  rate  of 
change  in  utilization  over  time,  and 


market  penetration)  when  packaging 
will  be  considered.  The  APC  Panel  also 
recommended  that  CMS  reconsider 
packaging  these  codes  after  2  years  of 
claims  data  are  available  ft'om  their 
period  of  payment  as  a  separate  service. 
(Recommendation  8) 

9.  CMS  pay  separately  for  radiation 
therapy  guidance  for  2  years  and  then 
reevaluate  packaging  on  the  basis  of 
claims  data.  The  APC  Panel  further 
recommended  that  CMS  evaluate 
possible  models  for  threshold  levels  for 
packaging  radiation  therapy  guidance 
and  other  new  technologies. 
(Recommendation  9) 

10.  The  Packaging  Subcommittee 
continue  its  work.  (Recommendation 
10) 

We  address  each  of  these 
recommendations  in  turn  in  the 
discussion  that  follows. 

Recommendation  1  and 
Recommendation  9 

We  indicated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41454)  that 
we  are  adopting  this  APC  Panel 
recommendation  for  CY  2009  and  as 
requested,  we  provided  data  related  to 
radiation  oncology  guidance  services  to 
the  Data  Subcommittee  at  the  APC 
Panel’s  August  2008  meeting.  The  APC 
Panel  at  its  August  2008  meeting 
recommended  that  CMS  pay  separately 
for  image-guidance  for  radiation  therapy 
(IGRT)  for  2  years  and  then  reevaluate 
packaging  on  the  basis  of  claims  data. 
The  APC  Panel  further  recommended 
that  CMS  evaluate  possible  models  for 
threshold  levels  for  packaging  radiation 
therapy  guidance  and  other  new 
technologies. 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  (73  FR  41454),  we  proposed  to 
maintain  the  packaged  status  of 
radiation  oncology  guidance  services  for 
CY  2009.  Specifically,  we  proposed  to 
continue  to  package  payment  for  the 
services  reported  with  CPT  codes  76950 
(Ultrasonic  guidance  for  placement  of 
radiation  therapy  fields);  76965 
(Ultrasonic  guidance  for  interstitial 
radioelement  application);  77014 
(Computed  tomography  guidance  for 
placement  of  radiation  therapy  fields); 
77417  (Therapeutic  radiation  port 
film(s)):  and  77421  (Stereoscopic  X-ray 
guidance  for  localization  of  target 
volume  for  the  delivery  of  radiation 
therapy).  These  services  are  ancillary 
and  dependent  in  relation  to  the 
radiation  therapy  services  with  which 
they  are  most  commonly  furnished. 
Consistent  with  the  principles  of  a 
prospective  payment  system,  in  some 
cases  payment  in  an  individual  case 
exceeds  the  average  cost,  and  in  other 
cases  payment  is  less  than  the  average 


cost,  but  on  balance,  payment  should 
approximate  the  relative  cost -of  the 
average  case.  While  we  noted  that  we 
are  aware  that  some  of  the  radiation 
oncology  guidance  codes  describe 
relatively  new  technologies,  we  do  not 
believe  that  beneficiary  access  to  care 
would  be  harmed  by  packaging  payment 
for  radiation  oncology  guidance 
services.  We  believe  that  packaging 
creates  incentives  for  hdspitals  and  their 
physician  partners  to  work  together  to 
establish  appropriate  protocols  that  will 
eliminate  unnecessary  services  where 
they  exist  and  institutionalize 
approaches  to  providing  necessary 
services  more  efficiently.  Therefore,  we 
saw  no  basis  for  treating  radiation 
oncology  services  differently  from  other 
guidance  services  that  are  ancillary  and 
dependent  to  the  procedures  they 
facilitate. 

Comment:  Several  commenters  asked 
that  CMS  pay  separately  for  IGRT 
guidance  that  represent  new  guidance 
technologies  for  at  least  the  first  2  to  3 
years  of  the  use  of  the  new  service  so 
that  diffusion  of  the  new  service  is  not 
compromised  by  the  absence  of  separate 
payment  for  it  and  that  CMS  evaluate 
possible  models  for  threshold  levels  for 
packaging  radiation  therapy  guidance 
and  other  new  technologies.  The 
commenters  objected  to  the  continued 
packaging  of  these  services  for  CY  2009 
on  the  basis  that  packaging  creates 
significant  financial  disincentives  to  the 
use  of  these  services  which  they 
believed  enhance  the  quality  of  care. 
These  commenters  believed  that 
packaging  will  delay  adoption  of  new 
technologies  by  hospitals  and  that  this 
will  hinder  access  to  improved  care  for 
Medicare  beneficiaries.  They  suggested 
that  advances  in  radiation  therapy 
delivery  are  associated  with  higher 
technical  costs  and  more  demanding, 
time-consuming  services  that  ensure  the 
safe  delivery  of  high  quality  care.  The 
commenters  asked  that  if  CMS 
continues  to  package  these  services,  it 
should  closely  monitor  the  impact  of 
packaging  imaging  guidance  on  the 
quality  of  care  furnished  to  Medicare 
beneficiaries-  and  to  provide  transparent 
and  meaningful  data  associated  with  the 
packaging,  which  would  allow 
stakeholders  to  determine  if  payment  for 
imaging  guidance  technology  is 
reasonable  and  appropriate.  Several 
commenters  raised  concern  that  the 
packaging  policy  for  new  guidance 
technologies  may  make  it  more  difficult 
for  new  services  to  be  approved  for 
payment  under  New  Technology  APCs 
if  CMS  considers  guidance  to  be 
supportive  and  ancillary,  rather  than  a 
separately  paid  complete  service. 
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Response:  From  the  perspective  of  the 
Medicare  program  as  a  value-based 
purchaser,  we  believe  that  packaged 
payment  causes  hospitals  to  CcU'efully 
consider  whether  the  purchase  of  or  use 
of  a  technology  is  appropriate  in  an 
individual  case,  while  separate  payment 
may  create  incentives  to  furnish  services 
regardless  of  whether  they  are  the  most 
appropriate  for  an  individual  patient’s 
particular  needs.  We  also  believe  that 
where  new  technologies  are  proven  to 
improve  the  quality  of  care,  their 
utilization  will  increase  appropriately, 
whether  the  payment  for  them  is 
packaged  or  not.  Moreover,  we  note  that 
the  history  of  technology  development 
shows  that  new  technologies  do  not 
necessarily  result  in  the  forecasted 
improvements  over  existing 
technologies.  Often  a  period  of  some 
years  of  broad  use  is  necessary  to 
effectively  assess  whether  the  new 
technology  improves,  harms,  or  yields 
no  improvement  in  patient  health  and 
quality  of  life.  Furthermore,  we  also  do 
not  believe  that  hospitals  would  fail  to 
provide  services  to  Medicare 
beneficiaries  while  furnishing  the  same 
services  to  other  patients  with  the  same 
clinical  needs,  because  to  do  so  would 
jeopardize  the  hospital’s  continued 
participation  in  Medicare.  Specifically, 
under  §  489.53,  CMS  may  terminate  the 
Medicare  participation  of  a  hospital  that 
places  restrictions  on  the  persons  it  will 
accept  for  treatment  and  either  fails  to 
exempt  Medicare  beneficiaries  from 
those  restrictions  or  to  apply  them  to 
Medicare  beneficiaries  the  same  as  to  all 
other  persons  seeking  treatment.  We 
have  already  addressed  the  issue  of 
establishing  a  threshold  for  a 
determination  of  whether  to  package  a 
service  in  our  response  to  general 
comments  on  packaging  above  in  this 
section. 

We  understand  the  concerns  of  the 
commenters  who  noted  that  it  may  be 
harder  for  new  guidance  services  to 
become  eligible  for  assignment  to  a  New 
Technology  APC.  As  we  stated  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66621),  we 
assess  applications  for  New  Technology 
APC  placement  on  a  case-by-case  basis. 
The  commenters  are  correct  that,  to 
qualify  for  New  Technology  APC 
placement,  the  service  must  be  a 
complete  service,  by  which  we  mean  a 
comprehensive  service  that  stands  alone 
as  a  meaningful  diagnostic  or 
therapeutic  service.  To  the  extent  that  a 
service  for  which  New  Technology  APC 
status  is  being  requested  is  ancillary  and 
supportive  of  another  service,  for 
example,  a  new  intraoperative  service  or 
a  new  guidance  service,  we  might  not 


consider  it  to  be  a  complete  service 
because  its  value  is  as  part  of  an 
independent  service.  However,  if  the 
entire,  complete  service,  including  the 
guidance  component  of  the  service,  for 
example,  is  “truly  new,”  as  we 
explained  that  term  at  length  in  the 
November  30,  2001  final  rule  (66  FR 
59898)  which  sets  forth  the  criteria  for 
eligibility  for  assignment  of  services  to 
New  Technology  APCs,  we  would 
consider  the  new  complete  procedure 
for  New  Technology  APC  assignment. 

As  stated  in  that  November  30,  2001 
final  rule,  by  way  of  examples  provided, 
“The  use  of  a  new  expensive  instrument 
for  tissue  debridement  or  a  new, 
expensive  wound  dressing  does  not  in 
and  of  itself  warrant  creation  of  a  new 
HCPCS  code  to  describe  the  instrument 
or  dressing:  rather,  the  existing  wound 
repair  code  appropriately  describes  the 
service  that  is  being  furnished  *  *  *” 
(66  FR  59898).  This  example  may  be 
applicable  for  some  new  guidance 
technologies  as  well. 

The  OPPS  pays  for  certain  new 
technology  services  through  New 
Technology  APC  assignment.  One  of  the 
criteria  requires  the  new  technology 
service  to  be  a  complete  service.  If  we 
were  to  pay  separately  for  new  guidance 
technologies,  in  many  cases  hospitals 
would  receive  duplicate  payment  when 
providing  a  comprehensive, 
independent  service,  through  payment 
for  the  independent  service  that  already 
has  guidance  costs  packaged  into  its 
payment  rate  and  the  new  guidance 
service  that  was  provided  separate 
payment.  In  addition,  if  we  were  to  pay 
separately  for  new  guidance 
technologies,  we  would  create  a 
payment  incentive  to  use  one  form  of 
guidance  instead  of  another.  Therefore, 
by  packaging  payment  for  all  forms  of 
guidance,  we  specifically  encourage 
hospitals  to  utilize  the  most  cost 
effective  and  clinically  advantageous 
method  of  guidance  that  is  appropriate 
in  each  situation  by  providing  hospitals 
with  the  maximum  flexibility  associated 
with  a  single  payment  for  the 
independent  procedure. 

We  further  note  that  the  OPPS  pays 
separately  for  new  items  through  the 
pass-through  payment  provisions  for 
drugs,  biologicals,  and  device 
categories.  The  criteria  for  a  drug, 
biological,  or  device  category  to  be 
eligible  for  pass-through  payment  status 
are  different  than  the  criteria  for  a  new 
service  to  be  eligible  for  assignment  to 
a  New  Technology  APC.  These  criteria 
and  processes  are  listed  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/04  _pass 
through_payment.asp#TopOfPage.  One 
requirement  for  separate  pass-through 


payment  for  implantable  devices,  which 
are  all  packaged  if  they  do  not  have 
pass-through  status,  is  that  the  applicant 
for  the  pass-through  device  category 
must  demonstrate  that  use  of  the  device 
results  in  substantial  clinical 
improvement  in  the  diagnosis  or 
treatment  of  a  Medicare  beneficiary  in 
comparison  with  currently  available 
tests  or  treatments.  Thus,  in  some  cases 
we  may  not  pay  separately  under  the 
pass-through  provisions  for  some  new 
or  modified  implantable  devices 
because  the  evidence  to  support 
substantial  clinical  improvement  may 
not  be  available  early  in  the  device’s 
use.  Instead,  like  new  or  modified 
guidance  or  other  nonimplantable 
technologies  that  are  not  complete 
services,  the  cost  of  the  new  or  modified 
device  is  incorporated  into  the  OPPS 
payment  rates  for  the  associated 
procedures  as  the  device  is  adopted  into 
medical  practice  and  its  utilization 
increases,  and  OPPS  payment  rates 
come  to  reflect  hospital  charges  for  the 
new  or  modified  device.  In  many  cases, 
the  new  or  modified  device  may  be 
replacing  a  predecessor  device  whose 
cost  is  already  reflected  in  the  OPPS 
payments  for  the  associated  procedures. 
As  stated  in  the  “Innovator’s  Guide  to 
Navigating  CMS,”  posted  on  the  CMS 
Web  site  at  http://www.cms.hhs.gov/ 
CouncilonTechInnov/Downloads/ 
InnovatorsGuide8_25_08.pdf ,  CMS 
pays  for  many  new  technologies  under 
various  payment  systems,  including  the 
OPPS,  without  requiring  an  explicit 
payment  decision  by  CMS. 

Comment:  Several  commenters 
objected  to  the  packaging  of  IGRT 
guidance  because  they  believed  that 
there  is  a  fundamental  difference 
between  diagnostic  imaging  support 
services,  which  they  suggested  may  be 
more  easily  correlated  with  specific 
independent  procedures,  and 
therapeutic  imaging  guidance  services, 
which  they  stated  are  used  to  enhance 
the  precise  delivery  of  many  different 
radiation  therapy  procedures.  They 
believed  that  CMS  should  not  package 
IGRT  guidance  services  because  they 
cannot  be  identified  with  a  single 
specific  therapeutic  service. 

Response:  We  disagree  that  IGRT 
guidance  services  are  so  fundamentally 
different  in  function  from  other  imaging 
support  services  that  the  packaging 
policy  is  inappropriately  applied  to 
them.  In  both  cases,  the  dependent 
services  are  being  furnished  to  support 
a  service  that  could  be  performed 
independently  of  the  image  guidance 
service,  whether  on  the  same  day  or 
soon  thereafter.  Moreover,  we  do  not 
believe  that  diagnostic  imaging  support 
services  are  necessarily  more 
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specifically  linked  to  any  one  specific 
diagnostic  service  than  are  the  IGRT 
guidance  services,  nor  do  we  believe 
that  this  is  relevant  in  considering 
whether  the  service  can  be 
appropriately  packaged.  Therefore,  we 
do  not  believe  that  there  is  a 
fundamental  distinction  between  IGRT 
and  other  guidance  services  that  causes 
packaging  to  be  inappropriate  fot  the 
IGRT  subset  of  these  services. 

Comment:  A  number  of  commenters 
indicated  that  packaging  for  radiation 
therapy  guidance  was  particularly 
inappropriate  because  the  OPPS 
payments  for  the  separately  paid 
independent  services  were 
simultaneously  reduced.  The 
commenters  explained  that  their  review 
of  the  CY  2007  claims  data  on  which  the 
proposed  CY  2009  OPPS  payment  rates 
are  based  revealed  that  fewer  than  10 
percent  of  the  biHed  lines  for  these 
radiation  therapy  guidance  codes  were 
used  in  setting  the  proposed  CY  2009 
OPPS  payment  rates.  They  also  stated 
that  more  than  one-third  of  the  billed 
lines  for  IGRT  guidance  services  were 
being  packaged  into  single  claims  for 
services  that  are  totally  unrelated  to 
radiation  oncology.  These  commenters 
believed  that  this  may  occur  in  part  as 
a  result  of  the  inclusion  of  radiation 
oncology  services  on  the  bypass  list,  but 
that  nevertheless,  it  is  inequitable  and 
inappropriate  to  impose  a  packaging 


policy  for  IGRT  guidance  that  does  not 
package  the  costs  of  these  services  into 
payment  for  the  associated  radiation 
oncology  services.  Moreover,  the 
commenters  feared  that  the  problem  of 
packaged  costs  that  were  lost  in 
ratesetting  would  be  exacerbated  in  the 
future  because  hospitals  would  cease  to 
report  the  IGRT  services  they  provide 
because  no  separate  payment  would  be 
made.  Without  reporting  of  the  HCPCS 
codes,  the  commenter  asserted,  the  costs 
of  IGRT  guidance  would  not  be 
available  to  be  packaged  in  ratesetting 
for  radiation  oncology  services. 

Response:  In  response  to  the 
commenters’  concerns  with  the  data,  we 
examined  our  claims  data  and 
determined  that  the  inclusion  on  the 
bypass  list  of  certain  radiation  oncology 
CPT  codes,  specifically  77261 
(Therapeutic  radiology  treatment 
planning,  simple)  through  and 
including  77799  (Unlisted  procedure 
clinical  brachytherapy),  may  be 
responsible  for  the  loss  or 
misassignment  of  packaging  for  the 
IGRT  guidance  codes.  A  number  of 
these  codes  had  been  historically 
included  on  the  bypass  list  based  on 
clinical  evaluation  and  past  public 
comments  although  they  failed  to  meet 
the  empirical  criteria  for  inclusion  on 
the  bypass  list.  Therefore,  for  CY  2009, 
we  are  removing  those  radiation 
oncology  codes  from  the  bypass  list  that 


do  not  meet  the  empirical  criteria.  We 
discuss  these  changes  to  the  bypass  list 
in  section  II.A.l.b.  of  this  final  rule  with 
public  comment  period. 

As  a  result  of  these  changes  to  the 
bypass  list,  the  median  costs  for  APCs 
0412  (IMRT  Treatment  Delivery)  and 
0304  (Level  I  Therapeutic  Treatment 
Preparation)  increased  by  more  than  9 
percent  compared  to  the  median  costs 
used  to  calculate  the  proposed  CY  2009 
OPPS  payment  rates.  Furthermore, 

Table  10  below  displays  the  historical 
and  final  CY  2009  payment  rates  for  the 
common  combination  of  intensity 
modulated  radiation  therapy  (IMRT) 
described  by  CPT  code  77418  (Intensity 
modulated  treatment  delivery,  single  or 
multiple  fields/arcs,  via  narrow 
spatially  and  temporally  modulated 
beams,  binary,  dynamic  MLC,  per 
treatment  session)  and  IGRT  guidance 
described  by  CPT  code  77421 
(Stereoscopic  X-ray  guidance  for 
localization  of  target  volume  for  the 
delivery  of  radiation  therapy).  Packaging 
payment  for  IGRT  guidance  services 
notably  increases  the  payment  rate  for 
IMRT.  Specifically,  the  packaging  of 
IGRT  guidance  services  results  in  an 
approximately  $50  increase  to  the  CY 
2009  median  cost  for  APC  0412,  the 
APC  that  includes  IMRT,  as  compared 
to  the  APC’s  median  cost  without 
packaged  IGRT  guidance. 


Table  10— Historical  Payment  for  Radiation  Treatment  and  IGRT  Guidance  Services 


CY  2006 

CY2007 

CY  2008 

CY2009 

Payment  for  Radiation  Treatment — IMRT  (CPT  code  77418)  . 

$319 

$336 

$348 

$411 

Payment  for  IGRT  Guidance  (CPT  Code  77421)  . 

75 

67 

N/A* 

N/A* 

Total  Payment  for  IMRT  &  IGRT  Guidance  . 

394 

403 

348 

411 

*  Packaged  payment. 


On  the  other  hand,  as  a  result  of  these 
changes  to  the  bypass  list  we  were 
unable  to  use  nearly  a  million  claims 
that  would  otherwise  have  been  used,  in 
whole  or  in  part,  to  calculate  median 
costs  for  the  radiation  oncology  APCs 
and  other  APCs.  Moreover,  the  median 
costs  for  some  of  the  radiation  oncology 
APCs  declined,  most  notably  the 
brachytherapy  source  application  APCs, 
0651  (Complex  interstitial  radiation 
source  application):  0312  (Radioelement 
applications);  and  8001  (Low  dose  rate 
prostate  brachytherapy).  As  we  discuss 
in  section  II.A.l.b.  of  this  final  rule  with 
comment  period,  we  are  exploring 
whether  we  can  identify  specific 
radiation  oncology  codes  that  could 
safely  be  added  back  into  the  bypass  list 
that  would  enable  us  to  use  more  claims 
data  for  these  APCs  without  the  effect  of 
loss  or  misassignment  of  packaging.  We 


welcome  comments  on  the  specific 
radiation  oncology  CPT  codes  that 
would  achieve  this  goal.  However,  for 
CY  2009,  we  will  base  payments  on  the 
median  costs  calculated  from  the 
smaller  number  of  single  bills  for  the 
brachytherapy  source  application  APCs 
that  result  from  the  removal  of  radiation 
oncology  codes  that  do  not  meet  the 
empirical  bypass  list  criteria  from  the 
bypass  list  because  we  wan^  to  ensure 
that  all  costs  of  IGRT  guidance  services 
are  packaged  appropriately  for  CY  2009 
ratesetting. 

We  strongly  encourage  hospitals  to 
report  a  charge  for  each  packaged 
service  they  furnish,  either  by  billing 
the  packaged  HCPCS  code  and  a  charge 
for  that  service  if  separate  reporting  is 
consistent  with  CPT  and  CMS 
instructions,  by  increasing  the  charge 
for  the  separately  paid  associated 


service  to  include  the  charge  for  the 
packaged  service,  or  by  reporting  the 
charge  for  the  packaged  service  with  an 
appropriate  revenue  code  but  without  a 
HCPCS  code.  Any  of  these  means  of 
charging  for  the  packaged  service  will 
result  in  the  costs  of  the  packaged 
service  being  incorporated  into  the  cost 
we  estimate  for  the  separately  paid 
service.  We  believe  that  hospitals  will 
continue  to  charge  for  these  packaged 
services,  individually  or  as  part  of  the 
charge  for  the  independent  service, 
because  hospitals  must  charge  all  payers 
the  same  amount  for  services  they 
furnish  to  patients  and  because  some 
other  payers  pay  a  percentage  of 
charges.  To  fail  to  charge  for  the 
packaged  service  would  result  in 
immediately  reduced  payment  from 
sources  other  than  Medicare,  and  over 
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time,  could  also  lead  to  a  reduction  in 
payment  under  the  OPPS. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  package  payment  for  all 
IGRT  guidance  services  into  payment 
for  the  separately  paid  independent 
services  to  which  they  are  ancillary  and 
supportive.  We  will  hase  all  final  CY 
2009  payments  on  claims  data  derived 
with  die  use  of  a  bypass  list  that  has 
been  revised  to  remove  the  radiation 
oncology  services  that  do  not  meet  the 
empirical  criteria.  We  are  not  adopting 
the  APC  Panel  recommendation  to  pay 
separately  for  radiation  therapy 
guidance  for  CY  2009.  We  will  consider 
the  issue  of  a  threshold  for  packaging, 
as  recommended  by  the  APC  Panel,  in 
the  future,  balancing  the  concerns  over 
access  to  high  quality  medical  care  with 
the  goal  of  continuing  to  encourage 
efficient  use  of  hospital  resources. 

Recommendation  2 

We  indicated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41454)  that 
we  are  adopting  this  APC  Panel 
recommendation.  For  CY  2009,  we 
proposed  to  treat  CPT  code  36592 
(Collection  of  blood  specimen  using 
established  central  or  peripheral 
catheter,  venous,  not  otherwise 
specified)  as  an  “STVX-packaged  code” 
and  assign  it  to  APC  0624  (Phlebotomy 
and  Minor  Vascular  Access  Device 
Procedures),  the  same  APC  to  which  we 
proposed  to  assign  CPT  code  36591 
(Collection  of  blood  specimen  from  a 
completely  implantable  venous  access 
device).  CPT  code  36591  became 
effective  January  1,  2008,  and  was 
assigned  interim  status  indicator  “Q,” 
with  treatment  as  an  “STVX-packaged 
code”  and  assignment  to  APC  0624.  CPT 
code  36591  was  a  direct  replacement  for 
CPT  code  36540,  which  was  deleted 
effective  January  1,  2008,  but  was  an 
“STVX-packaged  code”  with 
assignment  to  APC  0624  for  CY  2007. 
CPT  code  36592  became  effective 
January  1,  2008,  and  was  assigned 
interim  status  indicator  “N”  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period. 

In  summary,  for  CY  2009,  we 
proposed  to  change  the  packaged  status 
of  CPT  code  36592  fi-om 
unconditionally  packaged  to 
conditionally  packaged,  as  an  “STVX- 
packaged  code,”  which  was  parallel  to 
the  proposed  treatment  of  CPT  code 
36591.  This  service  would  be  paid 
separately  when  it  is  provided  in  an 
encounter  without  a  service  assigned 
status  indicator  “S,”  “T,”  “V,”  or  “X.” 

In  all  other  circumstances,  its  payment 
would  be  packaged.  As  noted  above  in 


section  II.A.4.a.  of  this  final  rule  with 
comment  period,  for  CY  2009,  we 
proposed  to  further  refine  our 
identification  of  the  different  types  of 
conditionally  packaged  HCPCS  codes 
that  were  previously  all  assigned  status 
indicator  “Q”  (Packaged  Services 
Subject  to  Separate  Payment  under 
OPPS  Payment  Criteria)  under  the 
OPPS.  Therefore,  we  proposed  to  assign 
status  indicator  “Ql”  to  CPT  code 
36592  for  CY  2009,  which  indicates  that 
it  is  an  “STVX-packaged  code.”  We 
refer  readers  to  section  XIII.A.l.  of  this 
final  rule  with  comment  period  for  a 
complete  discussion  of  status  indicators 
and  our  status  indicator  changes  for  CY 
2009. 

Comment:  One  commenter  requested 
that  CMS  change  the  status  of  CPT  code 
36592  from  unconditionally  to 
conditionally  packaged,  treating  it  like 
CPT  code  36591.  The  commenter  stated 
that  the  resource  costs  associated  with 
drawing  blood  firom  an  established 
central  or  peripheral  catheter  were 
almost  identical  to  the  resources 
associated  with  drawing  blood  firom  an 
implanted  venous  access  device.  Several 
other  commenters  noted  that-  they 
supported  the  proposal  to  assign  status 
indicator  “Ql”  to  CPT  code  36592  for 
CY  2009. 

Response:  We  appreciate  the 
commenters’  support.  We  agree  that  the 
resource  costs  associated  with  CPT  code 
36592  may  be  similar  to  the  resource 
costs  associated  with  CPT  code  36591. 
When  CY  2008  cost  data  for  CPT  code 
36592  are  available  for  the  CY  2010 
OPPS  annual  update,  we  will  reevaluate 
whether  assignment  to  APC  0624 
continues  to  be  appropriate. 

Comment:  One  commenter  asked 
whether  hospitals  must  follow  the 
parenthetical  CPT  guidance  listed 
immediately  following  the  code 
descriptor  that  states  that  CPT  code 
36592  may  not  be  reported  with  any 
other  service.  The  commenter  asked 
why  CMS  proposed  to  change  the  status 
of  this  code  from  unconditionally 
packaged  to  conditionally  packaged  if 
the  code  descriptor  states  that  this  code 
would  never  be  provided  with  another 
service.  The  commenter  contended  that 
there  does  not  appear  to  be  any  reason 
to  treat  this  code  as  conditionally 
packaged. 

Response:  Hospitals  must  follow  the 
coding  guidance  provided  by  CPT.  We 
are  not  recommending  that  hospitals 
report  CPT  code  36592  every  time  it  is 
performed,  even  if  provided  at  the  same 
time  as  another  procedure  or  visit.  Our 
proposed  payment  policy  would  ensure 
that,  if  CPT  code  36592  was  reported 
with  other  services  paid  under  the 
OPPS,  hospitals  would  not  receive 


separate  payment.  Therefore,  our 
payment  proposal  to  conditionally 
package  CPT  code  36592  is  consistent 
with  the  reporting  guidance  provided  by 
CPT.  . 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  and  adopting  the  APC 
Panel’s  recommendation  to 
conditionally  package  CPT  code  36592 
as  an  “STVX-packaged  code”  for  CY 
2009.  This  CPT  code  will  be  paid 
separately  through  APC  0624  when 
criteria  for  packaged  payment  are  not 
met.  As  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41454),  we 
expect  hospitals  to  follow  the  CPT 
guidance  related  to  CPT  codes  36591 
and  36592  regarding  when  these 
services  should  be  appropriately 
reported. 

Recommendation  3 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41455),  we  indicated  that  we 
are  adopting  this  APC  Panel 
recommendation.  For  CY  2009,  we 
proposed  to  maintain  the  packaged 
status  of  HCPCS  code  A4306 
(Disposable  drug  delivery  system,  flow 
rate  of  less  than  50  mL  per  hour). 

HCPCS  code  A4306  describes  a 
disposable  drug  delivery  system  with  a 
flow  rate  of  less  than  50  mL  per  hour. 
Beginning  in  CY  2007,  HCPCS  code 
A4306  is  payable  under  the  OPPS  with 
status  indicator  “N,”  indicating  that  its 
payment  is  unconditionally  packaged. 
We  packaged  this  code  because  it  is 
considered  a  supply,  and  under  the 
OPPS  it  is  standard  to  package  payment 
for  all  supplies,  including  implantable 
and  nonimplantable  supplies,  into 
payment  for  the  procedures  in  which 
the  supplies  are  used.  We  first  discussed 
this  code  with  the  APC  Panel  in  March 
2007.  During  the  APC  Panel’s  March 
2007  meeting,  a  manufacturer  noted  in 
a  presentation  that  a  particular 
disposable  drug  delivery  system 
reported  with  HCPCS  code  A4306  is 
specifically  used  to  treat  postoperative 
pain.  The  manufacturer  requested  that 
this  code  be  moved  to  its  own  APC  for 
CY  2008  in  order  for  the  service  to 
receive  separate  payment.  During  its 
September  2007  meeting,  the  APC  Panel 
recommended  that  CPT  code  A4306 
remain  packaged  for  CY  2008  and  asked 
CMS  to  present  additional  data 
regarding  this  code  to  the  APC  Panel 
when  available. 

During  the  APC  Panel’s  March  2008 
meeting,  we  provided  to  the  Packaging 
Subcommittee  additional  cost  data 
related  to  this  code.  Our  CY  2007 
proposed  rule  claims  data  indicate  that 
HCPCS  code  A4306  was  billed  on  OPPS 
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claims  approximately  2,400  times, 
yielding  a  line-item  median  cost  of 
approximately  $4.  The  individual  costs 
for  this  supply  range  from  $4  per  unit 
to  $2,056  per  unit.  The  Packaging 
Subcommittee  suggested  that  this  code 
may  not  always  be  correctly  reported  by 
hospitals  as  the  data  also  show  that  this 
code  was  frequently  billed  together  with 
computed  tomography  (CT)  scans  of 
various  regions  of  the  body,  without 
surgical  procedures  on  the  same  date  of 
service.  The  APC  Panel  speculated  that 
this  code  may  be  currently  reported 
when  other  types  of  drug  delivery 
devices  are  utilized  for  nonsurgical 
procedures  or  for  purposes  other  than 
the  treatment  of  postoperative  pain.  It 
was  also  noted  that  hospitals  may 
actually  be  appropriately  reporting 
HCPCS  code  A4306,  which  may  be  used 
to  describe  supplies  used  for  purposes 
other  than  postoperative  pain  relief. 

In  summary,  because  HCPCS  code 
A4306  represents  a  supply  and  payment 
of  supplies  is  packaged  under  the  OPPS 
according  to  longstanding  policy,  we 
proposed  to  maintain  the 
unconditionally  packaged  status  of 
HCPCS  code  A4306  for  CY  2009. 

Comment:  One  commenter  believed 
that  hospitals  are  misreporting  CPT 
code  A4306,  leading  to  inaccurate  cost 
estimates  and  payment  rates.  The 
commenter  asked  CMS  to  clarify  that 
this  supply  code  is  for  single  use 
infusion  pump  devices  used  for 
chemotherapy,  not  syringes  for 
chemotherapy  or  pain  drugs.  The 
commenter  also  asked  CMS  to  clarify 
that  hospitals  should  not  report  HCPCS 
code  A4306  for  syringes  prefilled  with 
sodium  chloride  or  other  material. 

Response:  In  general,  it  is  not  our 
practice  to  provide  specific  coding 
guidance  regarding  permanent  Level  II 
HCPCS  codes,  such  as  HCPCS  code 
A4306.  As  noted  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66669),  we  encourage  interested 
parties  to  submit  any  questions  or 
requests  for  clarification  of  the  HCPCS- 
codes  to  the  AHA  coding  clinic. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  and  adopting  the  APC 
Panel  recommendation  to  maintain  the 
unconditionally  packaged  status  of 
HCPCS  code  A4306. 

Recommendation  4 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  (73  FR  41455),  we  indicated  that  we 
are  adopting  this  APC  Panel 
recommendation.  For  CY  2009,  we 
proposed  to  treat  CPT  code  74305 
(Cholangiography  and/or 
pemcreatography:  through  existing 


catheter,  radiological  supervision  and 
interpretation)  as  a  “T-packaged  code” 
and  assign  it  to  APC  0263  (Level  I 
Miscellaneous  Radiology  Procedures). 

Effective  January  1,  2008,  CPT  code 
74305  is  unconditionally  packaged  and 
falls  into  the  imaging  supervision  and 
interpretation  category  of  codes  that  we 
created  as  part  of  the  CY  2008  packaging 
approach.  Several  members  of  the 
public  recently  noted  that  CPT  code 
74305  may  sometimes  be  provided  in  a 
single  hospital  encounter  with  CPT  code 
47505  (Injection  procedure  for 
cholangiography  through  an  existing 
catheter  (e.g.,  percutaneous  transepatic 
or  T-tube)),  which  is  unconditionally 
packaged  itself,  when  these  are  the  only 
two  services  reported  on  a  claim.  In  the 
case  where  only  these  two  services  were 
performed,  the  hospital  would  receive 
no  separate  payment.  Our  claims  data 
indicate  that  CPT. code  74305  is 
infrequently  provided  without  any  other 
separately  payable  services  on  the  same 
date  of  service. 

Therefore,  for  CY  2009,  we  proposed 
to  change  the  packaged  status  of  CPT 
code  74305  from  unconditionally 
packaged  to  conditionally  packaged,  as 
a  “T-packaged  code,”  which  is  parallel 
to  the  treatment  of  many  other 
conditionally  packaged  imaging 
supervision  and  interpretation  codes. 
Hospitals  would  receive  separate 
payment  for  this  service  when  it  appears 
on  a  claim  without  a  surgical  procedure. 
The  payment  for  this  service  would  be 
packaged  into  payment  for  a  status 
indicator  “T”  surgical  procedure  when 
it  appears  on  the  same  date  as  a  surgical 
procedure.  Hospitals  that  furnish  this 
imaging  supervision  and  interpretation 
service  on  the  same  date  as  an 
independent  surgical  procedmre 
assigned  status  indicator  “T”  must  bill 
both  services  on  the  same  claim. 

As  noted  above  in  section  ILA.4.a.  of 
this  final  rule  with  comment  period,  for 
CY  2009,  we  proposed  to  further  refine 
our  identification  of  the  different  types 
of  conditionally  packaged  HCPCS  codes 
that  were  previously  all  assigned  status 
indicator  “Q”  (Packaged  Services 
Subject  to  Separate  Payment  under 
OPPS  Payment  Criferia)  under  the 
OPPS.  Therefore,  we  proposed  to  assign 
status  indicator  ‘‘Q2”  to  CPT  code 
74305  for  CY  2009,  which  indicates  that 
it  is  a  “T-packaged  code.”  We  refer 
readers  to  section  XIII.A.l.  of  this  final 
rule  with  comment  period  for  a 
complete  discussion  of  status  indicators 
and  our  status  indicator  changes  for  CY 
2009. 

In  summary,  for  CY  2009,  we 
proposed  to  change  the  status  indicator 
for  CPT  code  74305  from  “N”  to  “Q2,” 
with  assignment  to  APC  0263  (Level  I 


Miscellaneous  Radiology  Procedures) 
when  it  would  be  paid  separately. 

Comment:  Several  commenters 
supported  the  CY  2009  proposal  to 
change  the  status  indicator  for  CPT  code 
74305  from  “N”  to  “Q2,”  with 
assignment  to  APC  0263  when  it  would 
be  paid  separately.  One  commenter 
requested  that  CMS  change  the  status 
indicator  of  this  code  retroactive  to 
January  1,  2008,  when  this  code  became 
unconditionally  packaged. 

Response:  We  are  pleased  that 
commenters  supported  this  proposal. 
We  established  the  final 
unconditionally  packaged  status  of  CPT 
code  74305  for  CY  2008  through  the  CY 
2008  OPPS/ ASC  rulemaking  cycle.  We 
note  that  we  proposed  to 
unconditionally  package  CPT  code 
74305  in  the  CY  2008  OPPS/ASC 
proposed  rule  and  we  did  not  receive 
any  public  comments  opposing  this 
proposal.  Therefore,  we  finalized  our 
policy  to  unconditionally  package  CPT 
code  74305  for  CY  2008. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  and  adopting  the  APC 
Panel  recommendation  to  conditionally 
package  CPT  code  74305  as  a  “T- 
packaged  code”  for  CY  2009,  with 
payment  through  APC  0263  when  the 
criteria  for  packaged  payment  are  not 
met. 

Recommendation  5  and 
Recommendation  8 

For  CY  2009,  we  proposed  to 
maintain  the  packaged  status  of  CPT 
codes  37250  (Intravascular  ultrasound 
(non-coronary  vessel)  during  diagnostic 
evaluation  and/or  therapeutic 
intervention:  initial  vessel):  37251 
(Intravascular  ultrasound  (non-coronary 
vessel)  during  diagnostic  evaluation 
and/or  therapeutic  intervention:  each 
additional  vessel):  92978  (Intravascular 
ultrasound  (coronary  vessel  or  graft) 
during  diagnostic  evaluation  and/or 
therapeutic  intervention  including 
imaging  supervision,  interpretation  and 
report:  initial  vessel):  92979 
(Intravascular  ultrasound  (coronary 
vessel  or  graft)  during  diagnostic 
evaluation  and/or  therapeutic 
intervention  including  imaging 
supervision,  interpretation  and  report: 
each  additional  vessel):  and  93662 
(Intracardiac  echocardiography  during 
therapeutic/diagnostic  intervention, 
including  imaging  supervision  and 
interpretation).  Our  CY  2009  proposal 
indicated  that  we  are  not  adopting  the 
APC  Panel’s  recommendation  to  pay 
separately  for  these  intraoperative 
intravascular  ultrasound  (IVUS)  and 
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intracardiac  echocardiography  (ICE) 
services  for  CY  2009. 

These  services  were  newly  packaged 
for  CY  2008  because  they  were  members 
of  the  intraoperative  category  of  services 
that  were  included  in  the  CY  2008 
packaging  approach.  The  intraoperative 
category  includes  those  codes  that  are 
reported  for  supportive  dependent 
diagnostic  testing  or  other  minor 
procedures  performed  during  surgical  or 
other  independent  procedures.  Because 
these  intraoperative  IVUS  and  ICE 
services  support  the  performance  of  an 
independent  procedure  and  are 
provided  in  the  same  operative  session 
as  the  independent  procedure,  we 
packaged  their  payment  into  the  OPPS 
payment  for  the  independent  procedure 
performed  in  CY  2008.  We  believe  these 
IVUS  and  ICE  services  are  always 
integral  to  and  dependent  upon  the 
independent  services  that  they  support 
and,  therefore,  we  believe  their  payment 
would  be  appropriately  packaged  into 
the  independent  procedure. 

A  presenter  at  tne  March  2008  APC 
Panel  meeting  requested  separate 
payment  for  these  services,  noting  that 
they  are  high  cost  and  provided  with 
relatively  low  frequency  compared  to 
the  services  they  typically  accompany. 
We  continue  to  believe  that  these 
services  are  ancillary  and  dependent  in 
relation  to  the  independent  cardiac  and 
vascular  procedures  with  which  they 
are  most  commonly  furnished.  We  note 
that  resource  cost  was  not  a  factor  we 
considered  when  deciding  to  package 
intraoperative  services.  Packaging 
payment  for  items  and  services  that  are 
directly  related  to  performing  a 
procedure,  even  when  those  packaged 
items  and  services  have  variable 
resource  costs  or  different  frequencies  of 
use  in  relationship  to  one  another  or  to 
the  independent  services  into,  which 
their  payment  is  packaged,  has  been  a 
principle  of  the  (DPPS  since  the 
inception  of  that  payment  system.  For 
example,  once  an  implantable  device  is 
no  longer  eligible  for  device  pass¬ 
through  payment,  our  standard  policy  is 
to  package  the  payment  for  the  device 
into  the  payment  for  the  procedures 
with  which  the  device  was  reported. 
These  former  pass-through  devices  may 
be  high  or  low  cost  in  relationship  to  the 
other  costs  of  the  associated  surgical 
procedures,  or  the  devices  may  be 
implanted  in  a  large  or  small  proportion 
of  those  surgical  procedures,  but  the 
device  payment  is  nevertheless 
packaged.  We  do  not  believe  that  the 
fact  that  a  procedure  may  be  performed 
with  assorted  technologies  of  varying 
resource  costs  is  a  sufficient  reason  to 
pay  separately  for  a  particular 
technology  that  is  clearly  ancillary  and 


dependent  in  relationship  to 
independent  associated  procedures.  We 
acknowledged  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  that  the  costs 
associated  with  packaged  services  may 
contribute  more  or  less  to  the  median 
cost  of  the  independent  service, 
depending  on  how  often  the  dependent 
service  is  billed  with  the  independent 
service  (73  FR  41456).  Consistent  with 
the  principles  of  a  prospective  payment 
system,  in  some  cases  payment  in  an 
individual  case  exceeds  the  average 
cost,  and  in  other  cases  payment  is  less 
than  the  average  cost,  but  on  balance, 
payment  should  approximate  the 
relative  cost  of  the  average  case.  While 
we  understand  that  these  services 
represent  technologies  that  are  not 
commonly  used  in  most  hospitals,  we 
do  not  believe  that  beneficiary  access  to 
care  would  be  harmed  by  packaging 
payment  for  IVUS  and  ICE  services.  We 
noted  that  IVUS  and  ICE  services  are 
existing,  established  technologies  and 
that  hospitals  have  provided  some  of 
these  services  in  the  HOPD  since  the 
implementation  of  the  OPPS  in  CY 
2000.  We  believe  that  packaging  will 
create  incentives  for  hospitals  and  their 
physician  partners  to  work  together  to 
establish  appropriate  protocols  that  will 
eliminate  unnecessary  services  where 
they  exist  and  institutionalize 
approaches  to  providing  necessary 
services  more  efficiently.  Therefore,  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41456),  we  indicated  that  we  saw 
no  basis  for  treating  IVUS  and  ICE 
services  differently  from  other 
intraoperative  services  that  are  ancillary 
and  dependent  to  the  procedure  they 
facilitate. 

In  summary,  we  proposed  to  maintain 
the  unconditionally  packaged  status  of 
CPT  codes  37250, 37251,  92978,  92979, 
and  93662  for  CY  2009. 

As  noted  above  in  this  section,  during 
its  August  2008  meeting,  the  APC  Panel 
discussed  these  services  and 
recommended  that  CMS  pay  separately 
for  CPT  codes  37250,  37251,  92978, 
92979,  93662,  as  well  as  93571 
(Intravascular  Doppler  velocity  and/or 
pressure  derived  coronary  flow  reserve 
measurement  (coron*y  vessel  or  graft) 
during  coronary  angiography  including 
pharmacologically  induced  stress, 
initial  vessel);  and  93572  (Intravascular 
Doppler  velocity  and/or  pressure 
derived  coronary  flow  reserve 
measurement  (coronary  vessel  or  graft) 
during  coronary  angiography  including 
pharmacologically  induced  stress,  each 
additional  vessel). 

In  addition,  the  APC  Panel  further 
recommended  that  CMS  establish  a 
threshold  (for  example,  a  proportion  of 
cases  in  which  the  service  is  provided 


ancillary  and  dependent  to  another 
service,  rate  of  change  in  utilization 
over  time,  and  market  penetration) 
when  packaging  will  be  considered.  The 
APC  Panel  also  recommended  that  CMS 
reconsider  packaging  these  codes  after  it 
has  2  years  of  claims  data  available  from 
their  period  of  payment  as  a  separate 
service. 

Comment:  Many  commenters  were 
disappointed  that  CMS  did  not  propose 
to  provide  separate  payment  for  CPT 
codes  37250, 37251,  92978,  92979,  and 
93662  for  CY  2009,  in  accordance  with 
the  March  2008  APC  Panel 
recommendation,  and  requested  that 
CMS  adopt  the  APC  Panel’s  August 
2008  recommendation  to  pay  separately 
for  these  services  (and  CPT  codes  93571 
and  93572)  for  CYs  2009  and  2010. 
These  commenters  believed  that 
separate  payment  for  2  years  would 
allow  CMS  to  accurately  capture  cost 
data.  Other  commenters  clarified  that 
services  should  only  be  eligible  for 
packaging  if  they  have  been  separately 
payable  for  2  years,  thereby  enabling 
CMS  to  capture  complete  cost  data.  The 
commenters  indicated  that  payment  for 
the  independent  procedures  provided  in 
conjunction  with  IVUS  are  not  sufficient 
to  cover  the  incremental  cost  of 
providing  IVUS.  The  commenters  also 
were  concerned  that  packaging  these 
technologies  creates  a  strong 
disincentive  for  hospitals  to  use  these 
important  technologies.  Other 
commenters  requested  that  CMS 
develop  a  composite  APC  whose 
payment  criteria  would  be  met  when 
IVUS,  ICE,  or  FFR  are  provided. 

The  commenters  estimated  the  IVUS 
and  ICE  are  utilized  in  less  than  10 
percent  of  Medicare  beneficiaries 
undergoing  a  diagnostic  cardiac 
catheterization  procedure,  or  other 
related  procedures,  which  results  in 
their  costs  having  little  or  no  impact  on 
the  payment  for  the  independent 
procedure.  Furthermore,  many 
commenters  emphasized  that  limited 
access  to  these  technologies  would 
result  in  greater  utilization  of 
interventional  procedures  that  could 
have  been  avoided  had  these 
interventions  been  used.  One 
commenter  disputed  describing  FFR 
services  as  “ancillary”  and  stated  that 
they  are  “decisional”  and,  therefore, 
should  not  be  packaged,  or  should 
become  conditionally  packaged.  Several 
commenters  were  concerned  that 
packaged  payment  would  create  a 
significant  financial  disincentive'  to 
provide  these  services.  The  commenters 
also  noted  that  these  procedures  should 
not  be  described  as  “intraoperative” 
because  they  precede  the  independent 
procedure,  and  may  even  result  in 
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canceling  the  independent  procedure. 
One  commenter  acknowledged  the 
reference  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  4155.5  to  41556) 
that  CMS  does  not  believe  that 
beneficiary  access  would  be  harmed,  but 
asked  CMS  to  provide  support  for  this 
assumption.  Another  commenter 
indicated  that  even  with  separate 
payment  in  the  past,  only  a  small 
number  of  hospitals  purchased  this 
technology.  Therefore,  the  commenter 
was  concerned  that  with  packaged 
payment,  access  to  this  technology 
would  be  even  more  severely  limited. 
Many  commenters  developed  and 
shared  criteria  and/or  principles  that 
they  suggested  should  dictate  whether 
an  item  or  service  is  eligible  for 
packaged  payment,  both  for  determining 
the  packaged  status  of  IVUS,  ICE,  and 
FFR,  as  well  as  other  services. 

Response:  We  appreciate  the  many 
detailed  comments  related  to  the 
packaged  status  of  IVUS,  FFR,  and  ICE 
services.  We  acknowledge  that  the  costs 
associated  with  packaged  services  may 
contribute  more  or  less  to  the  median 
cost  of  the  independent  service, 
depending  on  how  often  the  dependent 
service  is  billed  with  the  independent 
service.  It  is  our  goal  to  adhere  to  the 
principles  inherent  in  a  prospective 
payment  system  and  to  encourage 
hospitals  to  utilize  resources  in  a  cost- 
effective  manner.  In  this  case,  hospitals 
may  choose  whether  to  utilize  IVUS, 
FFR,  and  ICE  services,  balancing  the 
needs  of  the  patient  with  the  costs 
associated  with  the  services. 

We  note  that  IVUS,  ICE,  and  FFR 
services  had  been  separately  payable 
under  the  OPPS  prior  to  CY  2008,  and 
hospitals  were  paid  separately  each  time 
they  provided  IVUS,  ICE,  or  FFR 
services.  In  addition,  according  to 
several  manufacturers,  these 
technologies  are  not  new  and  have  been 
widely  available  for  at  least  the  past  5 
to  10  years.  In  fact,  every  one  of  the  CPT 
codes  describing  IVUS  and  ICE  services 
(CPT  codes  37250,  37251,  92978,  92979, 
and  93662)  has  been  separately  payable 
under  the  OPPS  since  CY  2001,  or 
earlier.  FFR  services  (CPT  code  93571 
and  93572)  have  been  separately 
payable  since  CY  2005. 

In  general,  we  believe  that  hospitals 
adopt  technologies  when  it  is  clinically 
advantageous  and  financially  feasible  to 
do  so.  The  fact  that  these  technologies 
have  not  been  provided  by  a  larger 
number  of  hospitals  prior  to  CY  2008  is, 
therefore,  not  a  function  of  separate 
versus  packaged  Medicare  hospital 
outpatient  payment.  We  do  not  believe 
that  packaged  payment  is  harming 
access  to  these  technologies  that  have 
been  separately  paid  for  many  years. 


Similarly,  we  do  not  believe  that 
another  2  years  of  separate  payment  is 
necessary  to  increase  Medicare 
beneficiaries’  access  to  these  services. 

We  also  do  not  agree  that  beneficiary 
access  to  care  will  be  harmed  by 
packaging  payment  for  these  services. 
We  believe  that  packaging  will  create 
incentives  for  hospitals  and  their 
physician  partners  to  work  together  to 
establish  appropriate  protocols  that  will 
eliminate  unnecessary  services  where 
they  exist  and  will  institutionalize 
approaches  to  providing  necessary 
services  mor'e  efficiently.  Where  this 
review  results  in  the  reductions  in 
services  that  are  only  marginally 
beneficial,  we  believe  that  this  could 
improve  rather  than  harm  the  quality  of 
care  for  beneficiaries  because  every 
service  furnished  in  a  hospital  carries 
some  level  of  risk  to  the  patient. 
Similarly,  where  this  review  results  in 
the  concentration  of  some  services  in  a 
reduced  number  of  hospitals  in  the 
community,  we  believe  that  the  quality 
of  care  and  hospital  efficiency  may  both 
be  enhanced  as  a  result.  The  medical 
literature  shows  that  concentration  of 
services  in  certain  hospitals  often 
results  in  both  greater  efficiency  and 
higher  quality  of  care  for  patients. 

We  continue  to  believe  that  IVUS, 
FFR,  and  ICE  are  dependent  services 
that  are  always  provided  in  association 
with  independent  services.  Those 
independent  services  may  be  diagnostic 
and/or  therapeutic  or  interventional. 
This  is  different  than  stating  that  every 
angioplasty  or  other  related 
independent  procedure  utilizes  IVUS, 
FFR,  or  ICE.  In  fact,  all  of  the  codes 
about  which  we  received  public 
comments  are  listed  as  add-on  codes  in 
the  CY  2007  CPT  book.  While  we  agree 
that  some  of  these  services  may 
contribute  to  decisionmaking  regarding 
a  potential  therapeutic  procedure,  we 
still  believe  that  these  services  are  never 
provided  without  another  independent 
service  that  is  separately  paid  under  the 
OPPS  also  performed  on  the  same  day. 
Therefore,  we  do  not  believe  it  would  be 
appropriate  to  conditionally  package 
CPT  codes  93571  and  93572,  or  any  of 
the  other  IVUS  or  ICE  services. 

We  have  responded  to  public 
comments  related  to  general  packaging 
criteria,  thresholds,  and/or  principles 
earlier  in  this  section.  After 
consideration  of  the  public  comments 
received,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
unconditionally  packaged  payment  for 
IVUS,  ICE,  and  FFR  services  for  CY 
2009.  We  are  not  adopting-the  APC 
Panel  recommendation  to  pay  separately 
for  these  services.  We  will  discuss  these 
services  with  the  APC  Panel  at  its  first 


2009  meeting,  in  addition  to  reviewing 
CY  2008  claims  data  with  the  APC  Panel 
to  assess  any  changes  in  utilization 
patterns  of  the  packaged  services  as 
previously  recommended  by  the  APC 
Panel. 

Recommendation  6 

We  indicated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41456)  that 
we  are  adopting  this  APC  Panel 
recommendation.  For  CY  2009,  we 
proposed  to  maintain  the  packaged 
status  of  diagnostic 
radiopharmaceuticals.  This 
recommendation  is  discussed  in  detail 
in  section  V.B.2.b.  of  this  final  rule  with 
comment  period. 

Recommendation  7  and 
Recommendation  10 

In  response  to  the  APC  Panel’s 
recommendation  for  the  Packaging 
Subcommittee  to  remain  active  until  the 
next  APC  Panel  meeting,  we  note  that 
the  APC  Panel  Packaging  Subcommittee 
remains  active,  and  additional  issues 
and  new  data  concerning  the  packaging 
status  of  codes  will  be  shared  for  its 
consideration  as  information  becomes 
available.  We  continue  to  encourage 
submission  of  common  clinical 
scenarios  involving  currently  packaged 
HCPCS  codes  to  the  Packaging 
Subcommittee  for  its  ongoing  review, 
and  we  also  encourage 
recommendations  of  specific  services  or 
procedures  whose  payment  would  be 
most  appropriately  packaged  under  the 
OPPS.  Additional  detailed  suggestions 
for  the  Packaging  Subcommittee  should 
be  submitted  by  e-mail  to 
APCPaneI@cms.hhs.gov  with  Packaging 
Subcommittee  in  the  subject  line. 

Comment:  Several  commenters 
supported  the  recommendation  that  the 
Packaging  Subcommittee  continue, 
noting  that  they  rely  on  the* 
Subcommittee  to  thoroughly  review 
data  and  carefully  deliberate  regarding 
the  proper  packaged  status  of  various 
services. 

Response:  We  are  pleased  that 
commenters  support  the  work  of  the 
Packaging  Subcommittee.  The 
Packaging  Subcommittee  will  continue 
to  remain  active. 

(2)  rVIG  Preadministration-Related 
Services 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41456  and  41457),  we 
proposed  to  package  payment  for 
HCPCS  code  C0332  (Services  for 
intravenous  infusion  of 
immunoglobulin  prior  to  administration 
(this  service  is  to  be  billed  in 
conjunction  with  administration  of 
immunoglobulin))  for  CY  2009.  Immune 
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globulin  is  a  complicated  biological 
product  that  is  purified  from  human 
plasma  obtained  from  human  plasma 
donors.  In  past  years,  there  have  been 
issues  reported  with  the  supply  of 
intravenous  immune  globulin  (IVIG) 
due  to  numerous  factors,  including 
decreased  manufacturing  capacity, 
increased  usage,  more  sophisticated 
processing  steps,  and  low  demand  for 
byproducts  from  IVIG  fractionation. 

Under  the  OPPS,  the  current  CY  2008 
payment  methodology  for  IVIG 
treatments  consists  of  three 
components,  which  include  payment  for 
the  drug  itself  (described  by  a  HGPCS  }- 
code),  administration  of  the  IVIG 
product  (described  by  one  or  more  CPT 
codes),  and  the  preadministration- 
related  services  (HGPCS  code  G0332). 
The  CY  2009  OPPS  payment  rates  for 
IVIG  products  are  established  based  on 
tbe  Part  B  ASP  drug  methodology,  as 
discussed  further  in  section  V.B.3.  of 
this  final  rule  with  comment  period. 
Under  the  OPPS,  payment  is  made 
separately  for  the  administration  of  IVIG 
and  those  services  are  reported  using 
the  CPT  code  for  the  first  hour  and,  as 
needed,  additional  hour  CPT  infusion 
codes.  The  CY  2009  OPPS  payments  for 
drug  administration  services  are 
discussed  in  section  VIII. B.  of  this  final 
rule  with  comment  period. 

As  explained  in  detail  in  the  CY  2006 
OPPS.  CY  2007  OPPS/ASC,  and  CY 
2008  OPPS/ASC  final  rules  with 
comment  period  (70  FR  68648  to  68650, 
71  FR  68092  to  68093,  and  72  FR  66697 
to  66698,  respectively),  we  temporarily 
paid  separately  for  the  IVIG 
preadministration-related  services  in 
CYs  2006,  2007,  and  2008  in  order  to 
assist  in  ensuring  appropriate  access  to 
IVIG  during  a  period  of  market 
instability  due,  in  part,  to  the 
implementation  of  the  new  ASP 
payment  methodology  for  IV^IG  drugs. 
The  preadministration-related  payment 
was  designed  to  pay  the  hospital  for  the 
added  costs  of  obtaining  the  IVIG  ahd 
scheduling  the  patient  infusion  during  a 
period  of  market  uncertaintv.  Under  the 
CYs  2006  and  2007  OPPS,  HGPCS  code 
G0332  was  assigned  to  New  Technology 
APC  1502  (New  Technology — Level  II 
(S50-$100)),  with  a  payment  rate  of  $75. 
For  CY  2008,  HGPCS  code  G0332  was 
reassigned  to  APC  0430  (Drug 
Preadministration-Related  Services) , 
with  a  payment  rate  of  approximately 
$38  set  prospectively  based  on  robust 
CY  2006  claims  data  for  this  code.  In 
addition,  a  separate  payment  for  HGPCS 
code  G0332  has  been  made  under  the 
MPFS  during  the  same  time  period.  CY 
2006  to  CY  2008. 

We  specifically  indicated  in  the  CY 
2008  OPPS/ASC  final  rule  with 


comment  period  (72  FR  66697  through 
66698)  that  we  would  consider 
packaging  payment  for  HGPCS  code 
G0332  in  future  years  and  that  we 
intended  to  reevaluate  the 
appropriateness  of  separate  payment  for 
IVIG  preadministration-related  services 
for  the  CY  2009  OPPS  rulemaking  cycle, 
especially  as  we  explore  the  potential 
for  greater  packaging  under  the  OPPS.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41457),  we  noted  that  the  Office 
of  the  Inspector  General’s  (OIG’s)  study 
on  the  availability  and  pricing  of  IVIG 
published  in  a  report  in  April  2007 
entitled,  “Intravenous  Immune 
Globulin:  Medicare  Payment  and 
Availability  (OEI-03-05-00404),”  found 
that  for  the  third  quarter  of  CY  2006, 
just  over  half  of  the  IVIG  sales  to 
hospitals  and  physicians  were  at  prices 
below  Medicare  payment  amounts. 
Relative  to  the  previous  three  quarters, 
this  represented  a  substantial  increase 
in  the  percentage  of  sales  with  prices 
below  Medicare  amounts.  During  the 
third  quarter  of  CY  2006,  56  percent  of 
IVIG  sales  to  hospitals  and  over  59 
percent  of  IVIG  sales  to  physicians  by 
the  three  largest  distributors  occurred  at 
prices  below  the  Medicare  payment 
amounts.  We  reviewed  national  CY 

2006  and  CY  2007  claims  data  for  IVIG 
drug  utilization,  as  well  as  utilization  of 
the  preadministration-related  services 
HCPCS  code.  These  data  show  modest 
increases  in  the  utilization  of  IVIG  drugs 
and  the  preadministration-related 
services  code,  which  suggest  that  IVIG 
pricing  and  access  may  be  improving. 

IVIG  preadministration-related 
services  are  dependent  services  that  are 
always  provided  in  conjunction  with 
other  separately  payable  services,  such 
as  drug  administration  services,  and 
thus  are  well  suited  for  packaging  into 
the  payment  for  the  separately  payable 
services  that  they  usually  accompany. 
Therefore,  consistent  with  our  OPPS 
payment  policy  for  the  facility  resources 
expended  to  prepare  for  the 
administration  of  all  other  drugs  and 
biologicals  under  the  OPPS,  we  believe 
that  payment  for  the  hospital  resources 
required  to  locate  and  obtain  the 
appropriate  IVIG  products  and  to 
schedule  patients’  infusions  should  be 
made  through  the  OPPS  payment  for  the 
associated  drug  administration  services. 
Furthermore,  the  cost  data  that  we 
gathered  for  the  services  described  by 
HCPCS  code  G0332  since  CY  2006, 
including  the  line-item  median  cost  for 
the  code  of  approximately  $37  from  CY 

2007  claims  data,  indicated  that  the  cost 
of  the  services  is  relatively  low. 
Therefore,  because  HCPCS  code  G0332 
meets  our  historical  criteria  for 


packaged  payment,  because  we  paid 
separately  for  these  services  on  a 
temporary  basis  only,  and  because  we 
believe  that  the  reported  transient 
market  conditions  that  led  us  to  adopt 
the  separate  payment  for  IVIG 
preadministration-related  services  have 
improved,  we  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  our  belief  that 
packaged  payment  is  more  appropriate 
for  the  CY  2009  OPPS,  consistent  with 
our  ongoing  efforts  to  expand  the  size  of 
the  OPPS  payment  bundles  (73  FR 
41457).  Therefore,  we  proposed  to 
assign  status  indicator  “N”  to  HCPCS 
code  G0332  for  CY  2009. 

For  CY  2009,  under  the  MPFS,  a 
proposal  was  made  to  discontinue 
payment  for  HCPCS  code  G0332  for  CY 
2009  (73  FR  38518). 

Comment:  Most  commenters  opposed 
the  elimination  of  the 
preadministration-related  payment  in 
CY  2009.  A  few  commenters  requested 
that  the  preadministration  services 
payment  become  permanent  for  both  the 
OPPS  and  the  MPFS.  Some  commenters 
stated  that  the  market  conditions  for 
IVIG  are  not  fundamentally  different 
than  they  were  when  CMS  initially 
instituted  the  preadministration  services 
payment  in  CY  2006.  The  commenters 
requested  that  CMS  continue  the 
separate  payment  until  there  is  more 
stability  in  the  IVIG  market.  Several 
commenters  stated  that  the  information 
CMS  presented  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  did  not  conclusively 
prove  that  the  IVIG  market  was 
stabilizing.  They  alleged  that  significant 
access  problems  remain. 

In  response  to  the  findings  of  the  OIG 
report,  some  commenters  stated  that  the 
lag  inherent  to  the  ASP  pricing  system 
may  have  played  a  role  in  substantially 
increasing  the  percentage  of  IVIG  sales 
at  prices  below  the  Medicare  payment 
amounts  in  the  third  quarter  of  2006. 
The  preadministration-related  services 
payment  was  cited  as  providing  some 
assistance  to  physicians  and  hospitals 
who  are  experiencing  problems 
obtaining  IVIG.  Several  commenters 
noted  that  the  OIG  report  could  be 
interpreted  as  leaving  a  large  percentage 
of  hospitals  and  physicians  unable  to 
acquire  IVIG  at  prices  below  Medicare’s 
payment  amounts.  Many  commenters 
stated  that  they  did  not  believe  the 
introduction  of  new  brand-specific 
reporting  codes  for  IVIG  would  result  in 
a  more  stable  marketplace. 

One  commenter  presented  patient 
surveys  conducted  in  CYs  2006,  2007, 
and  2008  which  described  access 
limitations  and  shifts  in  the  site  of 
service.  These  surveys  were  limited  in 
size  and  surveyed  only  patients 
receiving  IVIG  for  primary  immune 
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deficiency.  Another  commenter  referred 
to  a  report  on  IVIG  issued  in  February 
2007  entitled.  Analysis  of  Supply, 
Distribution,  Demand  and  Access  Issues 
Associated  with  Immune  Globulin 
Intravenous,  prepared  by  the  Eastern 
Research  Group  under  contract 
(Contract  No.  HHSP23320045012XI)  to 
the  Assistant  Secretary  of  Planning  and 
Evaluation  in  HHS,  and  cited  this  report 
as  an  important  source  of  information 
on  IVIG  usage  and  patient  access. 

Response:  The  separate  payment  for 
IVIG  preadministration-related  services 
was  designed  to  pay  the  hospital  for  the 
additional,  unusual,  and  temporary 
costs  associated  with  obtaining  IVIG 
products  and  scheduling  patient 
infusions  during  a  temporary  period  of 
market  instability.  This  payment  was 
never  intended  to  subsidize  the  OPPS 
payment  for  drugs  made  under  the  ASP 
methodology. 

In  the  GY  2009  OPPS/ASC  proposed 
rule  (73  FR  41457),  we  referred  to  data 
from  the  OIG  study  that  indicated  that 
for  the  third  quarter  of  2006,  just  over 
half  of  IVIG  sales  to  hospitals  and 
physicians  were  at  prices  below 
Medicare  payment  amounts.  Relative  to 
the  previous  three  quarters,  this 
represented  a  substantial  increase  of  the 
percentage  of  sales  with  prices  below 
Medicare  amounts.  We  agree  with  the 
commenters  that  it  is  likely  that  the 
increased  ASP  payments  were  the  result 
of  previous  price  increases  from  past 
quarters  influencing  future  ASP  data. 
Furthermore,  we  believe  that  the  new 
HCPCS  codes  for  IVIG  products  allow 
the  hospital  to  report  and  receive 
payment  for  the  specific  product 
furnished  to  the  patient. 

We  stated  clearl^tin  the  GY  2006 
OPPS  final  rule  with  comment  period 
(70  FR  68649  through  68650)  that  the 
preadministration-related  services 
payment  policy  was  a  temporary 
measure  to  pay  hospitals  for  the  unusual 
and  temporary  costs  associated  with 
procuring  IVIG.  We  expected  that  these 
costs  would  decline  over  time  as 
hospitals  became  more  familiar  with  the 
nuances  of  the  IVIG  market  and  the 
availability  of  the  limited  primary  and 
secondary  suppliers  in  their  areas. 

We  did  not  reference  the  report 
conducted  by  the  Eastern  Research 
Group  (Contract  No. 
HHSP23320045012XI)  in  the  GY  2009 
OPPS/ASC  proposed  rule.  As  the 
commenter  noted,  this  report  provides 
important  comprehensive  background 
on  the  IVIG  marketplace,  such  as  an 
analysis  of  the  IVIG  supply  and 
distribution,  and  an  analysis  of  the 
demand  for  and  utilization  of  IVIG 
products,  including  how  they  are 
administered  and  paid,  as  well  as 


information  from  the  industry  and 
others  on  physician  and  patient 
problems  with  access  to  IVIG.  The  study 
is  a  collection  of  multisource 
information  and  provides  an 
understanding  of  the  IVIG  marketplace. 
One  limitation  of  the  study  is  that  it 
depicts  the  market  only  up  through  the 
first  quarter  of  GY  2006  and  it  does  not 
include  detailed  information  on  IVIG 
pricing  as  was  provided  in  the  OIG 
report.  The  OIG  report  also  contains 
data  from  a  later  time  period  because  it 
includes  data  through  the  third  quarter 
of  GY  2006. 

We  note,  based  on  the  information 
that  follows,  that  the  IVIG  market  today 
appears  more  stable  than  it  was  in  CY 
2006.  We  have  reviewed  national  CY 
2006  and  CY  2007  claims  data  for  IVIG 
drug  utilization,  as  well  as  the 
utilization  of  the  preadministration- 
related  services  HCPCS  code.  These  data 
show  a  modest  increase  in  the 
utilization  of  IVIG  and  the 
preadministration-related  services  code 
in  both  physicians’  offices  and  HOPDs 
from  CY  2006  to  CY  2007,  after  a  period 
of  decreased  IVIG  utilization  in 
physicians’  offices  with  a  shift  of  IVIG 
infusions  to  the  HOPD  in  the  previous 
year,  which  suggest  that  IVIG  pricing 
and  access  may  be  improving. 

There  were  about  3.1  million  units  of 
IVIG  administered  in  physicians’  offices 
in  CY  2006,  and  7.3  million  units  in 
HOPDs.  In  CY  2007,  those  numbers  rose 
to  estimates  of  3.3  million  units  and  8.1 
million  units  in  the  physician’s  office 
and  HOPD  settings,  respectively.  Under 
the  OPPS,  the  total  number  of  days  of 
IVIG  increased  modestly  from  CY  2006 
to  CY  2007,  from  113,000  to  119,000. 
Aggregate  allowed  IVIG  charges  in  the 
physician’s  office  setting  for  CY  2006 
were  $82  million,  while  total  payments 
(including  beneficiary  coinsurance) 
under  the  OPPS  were  $184  million  for 
the  same  time  period.  In  CY  2007, 
aggregate  allowed  charges  in  the 
physician’s  office  setting  are  estimated 
at  $98  million,  while  total  OPPS 
payments  are  estimated  at  $246  million. 

In  summary,  beginning  in  CY  2007, 
IVIG  utilization  increased  modestly  in 
both  the  physician’s  office  setting  and 
the  HOPD,  after  a  prior  shift  to  the 
hospital  and  away  from  the  physicians’ 
offices,  presumably  reflecting  increasing 
availability  of  IVIG  and  appropriate 
payment  for  the  drug  in  both  settings. 

According  to  information  on  the 
Plasma  Protein  Therapeutics 
Association  (PPTA)  Web  site  regarding 
the  supply  of  IVIG,  in  the  past  year, 
while  the  supply  has  spiked  at  various 
times  throughout  the  year,  the  supply 
has  remained  above  or  near  the  12- 
month  moving  average.  While  we 


acknowledge  that  the  supply  is  only  one 
of  several  factors  that  influence  the 
market,  we  believe  that  an  adequate 
supply  is  one  significant  factor  that 
contributes  to  better  access  to  IVIG  for 
patients. 

Therefore,  because  HCPCS  code 
G0332  meets  our  historical  criteria  for 
packaged  payment  under  the  OPPS, 
because  we  paid  separately  for  these 
services  on  a  temporary  basis  only  for  3 
years,  and  because  we  believe  that  the 
reported  transient  market  conditions 
that  led  us  to  adopt  the  separate 
payment  for  IVIG  preadministration- 
related  services  have  improved,  we 
believe  that  packaged  payment  is  more 
appropriate  for  the  CY  2009  OPPS, 
consistent  with  our  ongoing  efforts  to 
expand  the  size  of  the  OPPS  payment 
bundles. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  package  payment  for 
IVIG  preadministration-related  services 
described  by  HCPCS  code  G0332  for  CY 
2009.  The  treatment  of  payment  for 
preadministration-related  services 
under  the  MPFS  is  addressed  separately 
in  that  CY  2009  final  rule  with  comment 
period.  We  will  continue  to  work  with 
IVIG  stakeholders  to  understand  their 
concerns  regarding  the  pricing  of  IVIG 
and  Medicare  beneficiary  access  to  this 
important  therapy. 

HCPCS  code  G0332  will  be  deleted 
effective  January  1,  2009.  Therefore, 
hospitals  should  report  charges  for  IVIG 
preadministration-related  services  in  the 
same  manner  as  hospitals  report 
preadministration-related  services 
charges  for  other  drugs.  Hospitals  may 
include  the  charge  for  IVIG 
preadministration-related  services  on  a 
claim  in  the  charge  for  the  associated 
drug  administration  service,  in  the 
charge  for  the  IVIG  product  infused,  on 
an  uncoded  revenue  code  line,  or  in 
another  appropriate  manner. 

(3)  Other  Service-Specific  Packaging 
Issues 

Based  on  our  CY  2009  proposal  to 
maintain  the  unconditionally  and 
conditionally  packaged  payment  for 
services  in  the  seven  categories  that  we 
originally  packaged  for  CY  2009 
(guidance  services,  image  processing 
services,  intraoperative  services, 
imaging  supervision  and  interpretation 
services,  diagnostic 
radiopharmaceuticals,  contrast  media, 
and  observation  services),  we  received  a 
number  of  public  comments  on 
individual  services  that  were  not 
specifically  discussed  in  the  CY  2009 
OPPS/ASC  proposed  rule  or  for  which 
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the  APC  Panel  made  no  specific 
recommendations. 

Comment:  Several  commenters  were 
concerned  that  the  proposal  to  package 
payment  for  electrodiagnostic  guidance 
for  chemodenervation  procedures, 
specifically,  CPT  codes  95873  (Electrical 
stimulation  for  guidance  in  conjunction 
with  chemodenervation  (List  separately 
in  addition  to  code  for  primary 
procedure)),  and  95874  (Needle 
electromyography  for  guidance  in 
conjunction  with  chemodenervation 
(List  separately  in  addition  to  code  for 
primary  procedure)).  These  commenters 
indicated  that  chemodenervation 
involves  the  injection  of 
chemodenervation  agents,  such  as 
botulinum  toxin,  to  control  the 
symptoms  associated  with  dystonia  and 
other  disorders.  According  to  the 
commenters,  physicians  often,  but  not 
always,  use  electromyography  or 
electrical  stimulation  guidance  to  guide 
the  needle  to  the  most  appropriate 
location.  The  commenters  were 
concerned  that  the  proposal  to  package 
payment  for  these  guidance  services 
may  discourage  utilization  of  this 
particular  form  of  guidance,  even  when 
medically  appropriate.  One  commenter 
also  noted  that  even  if  the  median  cost 
for  the  chemodenervation  procedures 
increased,  the  payment  rate  would  not 
increase  because  chemodenervation 
procedures  are  only  a  small  proportion 
of  all  claims  in  their  proposed  APC. 

Response:  We  note  that  the  cost  of  the 
chemodenervation  guidance  services 
will  generally  be  reflected  in  the  median 
cost  for  the  independent  HCPCS  code  as 
a  function  of  the  frequency  that 
chemodenervation  services  are  reported 
with  that  particular  HCPCS  code.  We 
recognize  that  in  some  cases  supportive 
and  ancillary  dependent  services  are 
furnished  at  high  frequency  with 
independent  services,  and  in  other 
cases,  they  are  furnished  with 
independent  services  aha  low 
frequency.  We  believe  that  packaging 
should  reflect  the  reality  of  how  services 
are  furnished.  While  the  commenters 
are  correct  that  the  chemodenervation 
procedures  reflect  only  approximately  3 
percent  of  the  services  that  comprise 
APC  0204  (Level  I  Nerve  Injections),  and 
approximately  20  percent  of  the  services 
that  comprise  APC  0205  (Level  II  Nerve 
Injections),  we  note  that  they 
appropriately  map  to  these  APCs  both 
clinically  and  in  terms  of  resource  use. 
We  also  note  that  CPT  codes  64613 
(Chemodenervation  of  muscle(s):  neck 
muscle(s)  (eg,  for  spasmodic  torticollis, 
spasmodic  sysphonia)  and  64614 
(Chemodenervation  of  muscle(s); 
extremity(s)  and/or  trunk  muscle(s)  (eg, 
for  dystonia,  cerebral  palsy,  multiple 


sclerosis)  are  assigned  to  APC  0205  for 
CY  2009,  which  has  a  higher  payment 
rate  than  APC  0204,  where  they  were 
assigned  for  CY  2008,  based  on  our 
annual  review  of  clinical  and  resource 
homogeneity. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  package  payment  for 
chemodenervation  guidance  services 
described  by  CPT  codes  95873  and 
95874  for  CY  2009. 

Comment:  One  commenter  requested 
separate  payment  for  CPT  codes  0174T 
(Computer-aided  detection  (CAD) 
(computer  algorithm  analysis  of  digital 
image  data  for  lesion  detection)  with 
further  physician  review  for 
interpretation  and  report,  with  or 
without  digitization  of  film  radiographic 
images,  chest  radiograph(s),  performed 
concurrent  with  primary  interpretation 
(List  separately  in  addition  to  code  for 
primary  procedure))  and  0175T 
(Computer-aided  detection  (CAD) 
(computer  algorithm  analysis  of  digital 
image  data  for  lesion  detection)  with 
further  physician  review  for 
interpretation  and  report,  with  or 
without  digitization  of  film  radiographic 
images,  chest  radiograph(s),  performed 
remote  fi'om  primary  interpretation), 
and  expressed  concern  that  CMS’  CY 
2009  proposal  did  not  adopt  the  March 
2007  APC  Panel  recommendation 
related  to  these  services.  Another 
commenter  stated  that  computer-aided 
detection  services  should  not  be  treated 
as  image  processing  services  because 
they  require  extensive  performance 
testing  by  the  Food  and  Drug 
Administration  (FDA),  as  compared  to 
general  image  processing  services  that 
are  not  required  to  meet  the  same 
performance  standards. 

Response:  During  its  March  2007 
meeting,  the  APC  Panel  recommended 
conditional  packaging  for  CPT  code 
0175T,  but  did  not  recommend  a  change 
to  the  unconditionally  packaged  status 
of  CPT  code  0174T.  As  discussed 
extensively  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66667),  after  thorough  discussion  with 
the  APC  Panel  and  repeated  review  by 
our  medical  advisors,  we  continue  to 
believe  that  these  codes  are 
appropriately  unconditionally 
packaged.  Because  CPT  codes  0174T 
and  0175T  are  supportive  ancillary 
services  that  fit  into  the  “image 
processing”  category,  we  packaged 
payment  for  all  image  processing 
services  in  CY  2008,  and  we  proposed 
to  continue  packaging  all  image 
processing  services  in  CY  2009.  We 
believe  it  is  appropriate  to  maintain  the 
packaged  status  of  these  codes  because 


we  received  no  additional  data 
subsequent  to  the  CY  2009  OPPS/ASC 
proposed  rule  that  convinced  us  to 
change  this  policy. 

An  image  processing  service 
processes  and  integrates  diagnostic  test 
data  that  were  captured  during  another 
independent  procedure.  Computer- 
aided  detection  services,  w^hich 
incorporate  pattern  recognition  and 
image  analysis  of  x-rays  or  other 
radiologic  studies  to  aid  radiologists  in 
the  detection  of  abnormalities,  meet  this 
definition.  Therefore,  we  continue  to 
believe  that  computer-aided  detection 
services  fit  into  the  image  processing 
category,  despite  any  additional 
requirements  that  may  apply  for  FDA 
approval. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  unconditionally 
package  payment  for  chest  x-ray  CAD 
services  described  by  CPT  codes  0174T 
and  0175T  for  CY  2009.  We  are  also 
finalizing  our  CY  2009  proposal, 
without  modification,  to 
unconditionally  package  payment  for  all 
image  processing  services. 

Comment:  Several  commenters  were 
concerned  that  some  “stand-alone” 
procedures  and  services  were  proposed 
with  status  indicator  “N”  for  the  CY 
2009  OPPS.  When  a  hospital  provides 
these  services  without  any  other  service 
on  the  same  day,  these  commenters 
pointed  out  that  the  hospital  would  not 
receive  any  payment  for  the  services. 
Several  commenters  cited  CPT  code 
77014  (Computed  tomography  guidance 
for  placement  of  radiation  therapy 
fields)  as  an  example  of  a  service  that 
may  be  performed  by  Flospital  A,  while 
Hospital  B  provides  the  associated  main 
independent  procedure,  the  radiation 
therapy.  The  commenters  noted  that  in 
the  situation  described.  Hospital  A 
would  not  receive  any  payment  and 
Hospital  B  would  receive  payment  that 
included  payment  for  CPT  code  77014 
and,  therefore,  they  requested  that  CMS 
treat  CPT  code  77014  as  a  conditionally 
packaged  code,  rather  than  an 
unconditionally  packaged  code.  Other 
commenters  described  a  clinical 
sceneirio  in  which  one  hospital  would 
provide  both  services,  but  on  different 
days,  and  requested  that  CMS  assign  a 
conditionally  packaged  status  indicator 
to  CPT  code  77014  so  that  the  hospital 
would  receive  payment  for  services 
provided  on  each  day.  One  commenter 
also  noted  that  it  is  possible  for  Hospital 
A  to  provide  guidance  services 
associated  with  placement  of  a  breast 
wire  or  clips  prior  to  the  breast  biopsy 
procedure  that  would  be  performed  by 
Hospital  B.  The  latter  commenter  stated 
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that  in  many  instances.  Hospital  A 
would  not  provide  the  services  under 
arrangement  with  Hospital  B.  The 
commenter  further  noted  that  if  Hospital 
A  were  to  bill  the  service  to  CMS,  the 
bill  would  be  returned  to  the  provider 
because  there  would  be  no  separately 
payable  service  on  the  claim. 

Response:  CMS  medical  advisors 
reevaluated  every  unconditionally 
packaged  HCPCS  code,  as  well  as 
clinical  scenarios  related  to  those 
packaged  codes,  and  determined  that 
the  unconditionally  packaged  status  of 
every  code  is  appropriate,  except  for  i 
CPT  code  76936  (Ultrasound  guided 
compression  repair  of  arterial 
pseudoaneurysm  or  arteriovenous 
fistulae  (includes  diagnostic  ultrasound 
evaluation,  compression  of  lesion  and 
imaging)). 

For  CY  2008,  we  unconditionally 
packaged  CPT  code  76936  because  we 
classified  it  as  a  guidance  service,  and 
we  packaged  all  guidance  services 
beginning  in  CY  2008.  We  did  not 
receive  any  public  comments  on  the  CY 
2008  OPPS/ASC  proposed  rule 
requesting  that  we  unpackage  payment 
for  this  code.  However,  because  this 
code  describes  a  vascular  repair 
procedure,  of  which  image  guidance  is 
a  component,  upon  further  examination 
we  believe  that  separate  payment  is  the 
most  appropriate  payment  methodology 
for  the  service.  Therefore,  for  CY  2009, 
CPT  code  76936  is  assigned  to  APC 
0096  (Non-Invasive  Vascular  Studies), 
with  status  indicator  “S.” 

CMS  medical  advisors  specifically 
reviewed  the  clinical  scenarios 
surrounding  CPT  code  77014  offered  by 
the  commenters  and  determined  that  its 
unconditional  packaged  status  is 
appropriate.  If  we  were  to  treat  CPT 
code  77014  as  a  conditionally  packaged 
code,  we  would  create  an  incentive  for 
a  hospital  to  provide  this  service  on  a 
different  day  than  other  services  related 
to  radiation  therapy,  whereas  when  this 
code  is  unconditionally  packaged,  the 
hospital  has  an  incentive  to  provide  the 
service  described  by  CPT  code  77014  at 
the  most  appropriate  time,  from  the 
perspective  of  the  patient  and  hospital. 
We  believe  that  it  would  be  uncommon 
for  one  hospital  to  provide  the  guidance 
service  described  by  CPT  code  77014 
and  another  hospital  to  provide 
radiation  therapy.  Section  1866  of  the 
Act  sets  forth  the  requirements  for 
provider  enrollment.  More  specifically, 
section  1866(a)(1)(H)  of  the  Act  states, 
“in  the  case  of  hospitals  which  provide 
services  for  which  payment  may  be 
made  under  this  title  and  in  the  case  of 
critical  access  hospitals  which  provide 
critical  access  hospital  services,  to  have 
all  items  and  services  (other  than 


physicians’  services  as  defined  in 
regulations  for  purposes  of  section 
1862(a)(14),  and  other  than  services 
described  by  section  1861(s)(2)(K), 
certified  nurse-midwife  services, 
qualified  psychologist  services,  and 
services  of  a  certified  registered  nurse 
anesthetist)  (I)  that  are  furnished  to  an 
individual  who  is  a  patient  of  the 
hospital,  and  (II)  for  which  the 
individual  is  entitled  to  have  payment 
made  under  this  title,  furnished  by  the 
hospital  or  otherwise  under 
arrangements  (as  defined  in  section 
1861(w)(l))  made  by  the  hospital.”  In 
other  words,  each  Medicare- 
participating  hospital  must  agree  to 
furnish  directly  all  covered 
nonphysician  facility  services  required 
by  its  patients  (inpatients  and 
outpatients)  or  to  have  the  services 
furnished  under  arrangement  (as 
defined  in  section  1861(w)(l)  of  the 
Act).  In  addition,  §410.27(a)(l)(i) 
through  (iii)  further  requires  that 
payment  is  made  for  hospital  outpatient 
services  (1)  furnished  by  or  under 
arrangement  by  the  hospital,  (2)  as  an 
integral  though  incidental  part  of  the 
physician’s  services,  and  (3)  in  the 
hospital  or  at  a  department  of  the 
provider  that  has  provider-based  status 
in  relation  to  the  hospital,  as  defined  in 
§413.65.  That  means  when  a  patient 
requires  a  particular  service  ordered  by 
the  physician,  such  as  the  radiation 
therapy  services  in  question,  the 
hospital  would  be  responsible  for 
ensuring  that  service  is  provided 
directly  or  that  the  hospital  arranges  for 
the  service  to  be  provided  in  that 
hospital  or  in  a  provider-based 
department  of  that  hospital.  Both  the 
independent  service,  here  the  radiation 
therapy,  and  the  dependent  guidance 
service  are  necessary  to  perform  the 
radiation  therapy.  If  the  services  cannot 
all  be  provided  by  the  hospital,  whether 
directly  or  under  arrangement  as 
required  in  §  410.27(a),  then  the  hospital 
would  discharge  the  patient  and  refer 
that  patient  to  another  provider  to 
receive  the  services. 

If  one  hospital  provided  the  service 
described  by  CPT  code  77014  on  one 
day,  and  the  same  hospital  provided 
radiation  therapy  services  on  another 
day,  as  long  as  both  services  were 
reported  on  one  claim,  we  would 
package  payment  across  the  dates  of 
service.  This  was  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66637)  in  the 
context  of  diagnostic 
radiopharmaceuticals  that  may  be 
provided  on  a  day  prior  to  an 
independent  procedure.  In  light  of  the 
ability  of  “natural”  singles  claims  to 


package  co.sts  across  days,  we  believe 
that  our  standard  OPPS  ratesetting 
methodology  of  using  median  costs 
calculated  from  claims  data  would 
adequately  capture  the  costs  of  CPT 
code  77014  associated  with  radiation 
therapy  services  that  are  not  provided 
on  the  same  date  of  service. 

CMS  medical  advisors  also  reviewed 
the  clinical  scenarios  surrounding  CPT 
codes  19290  (Preoperative  placement  of 
needle  localization  wire,  breast):  19291 
(Preoperative  placement  of  needle 
localization  wire,  breast;  each  additional 
lesion)  (List  separately  in  addition  to 
code  for  primary  procedure));  and  19295 
(Image  guided  placement,  metallic 
localization  clip,  percutaneous,  during 
breast  biopsy  (List  separately  in 
addition  to  code  for  primary 
procedure)).  Our  rationale  for 
unconditionally  packaging  this  service 
is  parallel  to  the  rationale  described  for 
unconditionally  packaging  CPT  code 
77014.  As  stated  above,  we  believe  that 
it  would  be  very  unlikely  that  one 
hospital  would  perform  the  preoperative 
wire  placement  in  the  breast  and  then 
send  the  patient  to  another  facility  for 
the  breast  biopsy  procedure  both 
because  it  would  be  potentially  difficult 
and  uncomfortable  for  the  beneficiary 
^nd  because  this  care  pattern  would  not 
conform  to  the  requirements  of  the 
statute  and  regulations  that  the  hospital 
must  furnish  directly  or  arrange  to  have 
furnished  all  services  required  by  its 
patients. 

In  response  to  the  commenter  who 
stated  that  a  claim  without  any 
separately  payable  services  would  be 
returned  to  the  provider,  as  we  stated  in 
the  CY  2007  OPPS  final  rule  with 
comment  period  (71  FR  67995),  claims 
with  only  packaged  codes  and  no 
separately  payable  codes  are  processed 
by  the  I/OCE  and  rejected  for  payment, 
but  are  included  in  the  national  claims 
history  file  that  we  analyze  and  use  to 
set  payment  rates.  Therefore,  we  have 
hospital  claims  data  for  packaged  codes 
that  are  provided  without  any  separately 
payable  service. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  to 
unconditionally  package  all  HCPCS 
codes  for  services  assigned  status 
indicator  “N”  in  Addendum  B  to  this 
final  rule  with  comment  period,  with 
modification  to  provide  separate 
payment  for  CPT  code  76936,  assigned 
status  indicator  “S,”  through  APC  0096 
for  CY  2009. 

Comment:  Many  commenters 
requested  separate  payment  for  CPT 
code  31620  (Endobronchial  ultrasound 
(EBUS)  during  bronchoscopic  diagnostic 
or  therapeutic  intervention(s)  (List 
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separately  in  addition  to  code  for 
primary  procedure)).  The  comment ers 
noted  that  the  payment  rate  for 
performing  a  bronchoscopy  with  EBUS 
dropped  significantly  between  CYs  2007 
and  2009,  from  approximately  $2,500  to 
approximately  $700,  and  they  are 
concerned  that  beneficiary’  access  to 
care  will  be  limited  if  hospitals  are  no 
longer  financially  able  to  offer  this 
important  clinical  tool.  The  commenters 
indicated  that  EBUS  is  only  represented 
on  a  small  portion  of  bronchoscopy 
claims.  The  commenters  believed  that 
packaging  payment  for  EBUS  will  result 
in  more  mediastinoscopies,  a  more 
invasive  and  costly  procedure.  One 
commenter  asserted  that  EBUS  should 
be  unpackaged  to  correct  the  violation 
of  the  2  times  rule  for  the  APCs 
(specifically  APC  0076  (Level  I 
Endoscopy  Lower  Airway))  that  contain 
bronchoscopy  procedures.  The 
commenters  recommended  various 
ideas  for  creation  of  composite  APCs 
that  would  include  payment  for  EBUS, 
when  performed.  Several  commenters 
requested  that  CMS  unpackage  payment 
for  certain  ultrasound  guidance  services, 
for  similar  reasons. 

Response:  We  do  not  agree  that 
beneficiary  access  to  care  will  be 
harmed  or  that  the  number  of 
mediastinoscopies  will  increase  as  a 
result  of  packaging  payment  for  CPT 
code  31620.  We  believe  that  packaging 
created  incentives  for  hospitals  and 
physician  partners  to  work  together  to 
establish  appropriate  protocols  that  will 
eliminate  unnecessary  services  where 
they  exist  and  institutionalize 
approaches  to  providing  necessary 
services  more  efficiently.  If  this  review 
results  in  the  concentration  of  some 
services  in  a  reduced  number  of 
hospitals  in  the  community,  we  believe 
that  the  quality  of  care  and  hospital 
efficiency  may  both  be  enhanced  as  a 
result.  The  medical  literature  shows  that 
.concentration  of  services  in  certain 
hospitals  often  results  in  both  greater 
efficiency  and  higher  quality  of  care  for 
patients.  As  we  have  stated  previously, 
the  median  cost  for  a  particular 
independent  procedure  generally  will 
be  higher  as  a  result  of  added  packaging, 
but  also  could  change  little  or  be  lower 
because  median  costs  typically  do  not 
reflect  small  distributional  changes  and 
because  changes  to  the  packaged  HCPCS 
codes  affect  both  the  number  and 
composition  of  single  bills  and  the  mix 
of  hospitals  contributing  those  single 
bills.  In  this  case,  our  data  indicate 
increased  packaged  costs  associated 
with  the  services  into  which  CPT  code 
31620  is  packaged,  ultimately  increasing 
the  APC  payment  rates  for 


bronchoscopy  procedures.  We  will 
include  the  CY  2008  claims  data  for  CPT 
code  31620  from  its  first  year  of 
packaged  payment  in  our  analysis 
recommended  by  the  APC  Panel  to 
assess  changes  in  utilization  patterns 
that  may  accompany  packaged  payment. 

Regarding  the  comment  ^out  the  2 
times  rule  violations  for  bronchoscopy 
APCs,  because  we  have  traditionally 
paid  for  a  service  package  under  the 
OPPS  as  represented  by  a  HCPCS  code 
for  the  major  procedure  that  is  assigned 
to  an  APC  group  for  payment,  we  assess 
the  applicability  of  the  2  times  rule  to 
services  at  the  HCPCS  code  level,  not  at 
a  more  specific  level  based  on  the 
individual  intraoperative  service  that 
may  be  performed  during  an 
independent  service  reported  with  a 
HCPCS  code  for  the  major  service.  If  the 
use  of  a  very  expensive  intraoperative 
service  in  a  clinical  scenario  causes  a 
specific  procedure  to  be  much  more 
expensive  for  the  hospital  than  the  APC 
payment,  we  consider  such  a  case  to  be 
the  natural  consequence  of  a 
prospective  payment  system  that 
anticipates  that  some  cases  will  be  more 
costly  and  other  less  costly  than  the 
procedure  payment.  In  addition,  very 
high  cost  cases  could  be  eligible  for 
outlier  payment.  Decisions  about 
packaging  and  bundling  payment 
involve  a  balance  between  ensuring 
some  separate  payment  for  individual 
services  and  establishing  incentives  for 
efficiency  through  larger  units  of 
payment. 

While  the  proposed  configuration  of 
APC  0076  did  not  violate  the  2  times 
rule,  we  note  that  we  have  slightly 
reconfigured  APC  0076  for  this  final 
rule  with  comment  period  as  a  result  of 
our  medical  advisors’  regular  review  of 
all  APCs  for  clinical  and  resource 
homogeneity,  using  updated  final  rule 
data.  Specifically,  CP'T  code  31615 
(Tracheobronchoscopy  through 
established  tracheostomy  incision)  is 
reassigned  from  APC  0076  to  APC  0252 
(Level  III  ENT  Procedures)  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification  to  package  payment  for 
EBUS  and  ultrasound  guidance  services 
for  CY  2009. 

We  have  responded  to  public 
comments  related  to  potential 
composite  APCs  in  section  II.A.2.e.  of 
this  final  rule  with  comment  period. 

B.  Conversion  Factor  Update 

Section  1833(t)(3)(C)(ii)  of  the  Act 
requires  us  to  update  the  conversion 
factor  used  to  determine  payment  rates 
under  the  OPPS  on  an  annual  basis. 
Section  1833(t)(3)(C)(iv)  of  the  Act 


provides  that,  for  CY  2009,  the  update 
is  equal  to  the  hospital  inpatient  market 
basket  percentage  increase  applicable  to 
hospital  discharges  under  section 
1886(b)(3)(B)(iii)  of  the  Act.  The  final 
hospital  market  basket  increase  for  FY 
2009  published  in  the  IPPS  final  rule  on 
August  19,  2008  is  3.6  percent  (73  FR 
48759).  To  set  the  OPPS  conversion 
factor  for  CY  2009,  we  increased  the  CY 

2008  conversion  factor  of  $63,694,  as 
specified  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66677),  by  3.6  percent.  Hospitals  that 
fail  to  meet  the  reporting  requirements 
of  the  Hospital  Outpatient  Quality  Data 
Reporting  (HOP  QDRP)  program  are 
subject  to  a  reduction  of  2.0  percentage 
points  from  the  market  basket  update  to 
the  conversion  factor.  For  a  complete 
discussion  of  the  HOP  QDRP 
requirements  and  the  payment 
reduction  for  hospitals  that  fail  to  meet 
those  requirements,  we  refer  readers  to 
section  XVI.  of  this  final  rule  with 
comment  period. 

In  accordance  with  section 
1833(t)(9)(B)  of  the  Act,  we  further 
adjusted  the  conversion  factor  for  CY 

2009  to  ensure  that  any  revisions  we  are 
making  to  our  updates  for  a  revised 
wage  index  and  rural  adjustment  are 
made  on  a  budget  neutral  basis.  We 
calculated  an  overall  budget  neutrality 
factor  of  1.0013  for  wage  index  changes 
by  comparing  total  payments  from  our 
simulation  model  using  the  FY  2009 
IPPS  final  wage  index  values  as 
finalized  to  those  payments  using  the 
current  (FY  2008)  IPPS  wage  index 
values.  For  CY  2009,  we  did  not  propose 
a  change  to  our  rural  adjustment  policy. 
Therefore,  the  budget  neutrality  factor 
for  the  rural  adjustment  is  1.000. 

For  this  final  rule  with  comment 
period,  we  estimated  that  allowed  pass¬ 
through  spending  for  both  drugs  and 
biologicals  and  devices  for  CY  2009 
would  equal  approximately  $33.3 
million,  which  represents  0.11  percent 
of  total  projected  OPPS  spending  for  CY 
2009.  Therefore,  the  conversion  factor 
was  also  adjusted  by  the  difference 
between  the  0.09  percent  pass-through 
dollars  set  aside  for  CY  2008  and  the 
0.11  percent  estimate  for  CY  2009  pass¬ 
through  spending.  Finally,  estimated 
payments  for  outliers  remain  at  1.0 
percent  of  total  OPPS  payments  for  CY 
2009. 

The  market  basket  increase  update 
factor  of  3.6  percent  for  CY  2009,  the 
required  wage  index  budget  neutrality 
adjustment  of  approximately  1.0013, 
and  the  adjustment  of  0.02  percent  of 
projected  OPPS  spending  for  the 
difference  in  the  pass-through  set  aside 
resulted  in  a  full  market  basket 
conversion  factor  for  CY  2009  of 
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$66,059.  To  calculate  the  CY  2009 
reduced  market  basket  conversion  factor 
for  those  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  for  the 
full  CY  2009  payment  update,  we  made 
all  other  adjustments  discussed  above, 
but  used  a  reduced  market  basket 
increase  update  factor  of  1.6  percent. 
This  resulted  in  a  reduced  market  basket 
conversion  factor  for  CY  2009  of 
$64,784  for  those  hospitals  that  fail  to 
meet  the  HOP  QDRP  requirements. 

Comment:  One  commenter  requested 
that  CMS  update  the  conversion  factor 
using  the  final  FY  2009  IPPS  market 
basket  increase  update  factor  of  3.6 
percent  rather  than  the  proposed  FY 
2009  IPPS  market  basket  increase 
update  factor  of  3.0  percent. 

Response:  We  agree  and  have  applied 
the  final  FY  2009  IPPS  market  basket 
increase  update  factor  of  3.6  percent  to 
calculate  the  CY  2009  OPPS  conversion 
factor.  When  we  developed  the  CY  2009 
OPPS/ASC  proposed  rule,  the  FY  2009 
IPPS  market  basket  increase  update 
factor  of  3.6  percent  had  not  yet  been 
finalized.  Therefore,  we  could  not  use  it 
to  update  the  proposed  CY  2009  OPPS 
conversion  factor.  As  is  our 
longstanding  policy,  when  developing 
the  proposed  OPPS  update  for  a  given 
calendar  year,  we  use  the  most  current 
IPPS  market  basket  update  factor 
available  for  the  year  applicable  to  the 
OPPS  update  and  adopt  that  finalized 
IPPS  value  when  we  develop  the  final 
rule  with  comment  period  for  the  OPPS 
update. 

After  consideration  of  the  public 
comment  received,  we  are  ftnalizing  our 
CY  2009  proposal,  without 
modification,  to  update  the  conversion 
factor  by  the  FY  2009  IPPS  market 
basket  increase  update  factor  of  3.6 
percent,  resulting  in  a  final  full 
conversion  factor  of  $66,059  and  in  a 
reduced  conversion  factor  of  $64,784  for 
those  hospitals  that  fail  to  meet  the  HOP 
QDRP  reporting  requirements. 

C.  Wage  Index  Changes 

Section  1833(t)(2)(D)  of  the  Act 
requires  the  Secretary  to  determine  a 
wage  adjustment  factor  to  adjust,  for 
geographic  wage  differences,  the  portion 
of  the  OPPS  payment  rate,  which 
includes  the  copayment  standardized 
amount,  that  is  attributable  to  labor  and 
labor-related  cost.  This  adjustment  must 
be  made  in  a  budget  neutral  manner  and 
budget  neutrality  is  discussed  in  section 
II. B.  of  this  final  rule  with  comment 
period. 

The  OPPS  labor-related  share  is  60 
percent  of  the  national  OPPS  payment. 
This  labor-related  share  is  based  on  a 
regression  analysis  that  determined  that 
approximately  60  percent  of  the  costs  of 


services  paid  under  the  OPPS  were 
attributable  to  wage  costs.  We  confirmed 
that  this  labor-related  share  for 
outpatient  services  is  still  appropriate 
during  our  regression  analysis  for  the 
payment  adjustment  for  rural  hospitals 
in  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68553). 
Therefore,  we  did  not  propose  to  revise 
this  policy  for  the  CY  2009  OPPS.  We 
refer  readers  to  section  II.G.  of  this  final 
rule  with  comment  period  for  a 
description  and  example  of  how  the 
wage  index  for  a  particular  hospital  is 
used  to  determine  the  payment  for  the 
hospital. 

As  discussed  in  section  II.A.2.C.  of 
this  final  rule  with  comment  period,  for 
estimating  national  median  AJPC  costs, 
we  standardize  60  percent  of  estimated 
claims  costs  for  geographic  area  wage 
variation  using  the  same  FY  2009  pre¬ 
reclassified  wage  indices  that  the  IPPS 
uses  to  standardize  costs.  This 
standardization  process  removes  the 
effects  of  differences  in  euea  wage  levels 
from  the  determination  of  a  national 
unadjusted  OPPS  payment  rate  and  the 
copayment  amount. 

As  published  in  the  original  OPPS 
April  7,  2000  final  ride  with  comment 
period  (65  FR  18545),  the  OPPS  has 
consistently  adopted  the  final  IPPS 
wage  indices  as  the  wage  indices  for 
adjusting  the  OPPS  standard  payment 
amounts  for  labor  market  differences. 
Thus,  the  wage  index  that  applies  to  a 
particular  acute  short-stay  hospital 
under  the  IPPS  will  also  apply  to  that 
hospital  under  the  OPPS.  As  initially 
explained  in  the  September  8, 1998 
OPPS  proposed  rule,  we  believed  and 
continue  to  believe  that  using  the  IPPS 
wage  index  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall.  In 
accordance  with  section  1886(d)(3)(E)  of 
the  Act,  the  IPPS  wage  index  is  updated 
annually.  Therefore,  in  accordance  with 
our  established  policy,  we  proposed  to 
use  the  final  FY  2009  version  of  the 
IPPS  wage  indices  used  to  pay  IPPS 
hospitals  to  adjust  the  CY  2009  OPPS 
payment  rates  and  copayment  amounts 
for  geographic  differences  in  labor  cost 
for  all  providers  that  participate  in  the 
OPPS,  including  providers  that  are  not 
paid  under  the  IPPS  (referred  to  in  this 
section  as  “non-IPPS”  providers). 

We  note  that  the  final  FY  2009  IPPS 
wage  indices  continue  to  reflect  a 
number  of  adjustments  implemented 
over  the  past  few  years,  including 
revised  (Dffice  of  Management  and 
Budget  (OMB)  standards  for  defining 
geographic  statistical  areas  (Core  Based 
Statistical  Areas  or  CBS  As), 


reclassification  to  different  geographic 
areas,  rural  floor  provisions  and  the 
accompanying  budget  neutrality 
adjustment,  an  adjustment  for  out¬ 
migration  labor  patterns,  an  adjustment 
for  occupational  mix,  and  a  policy  for 
allocating  hourly  wage  data  among 
campuses  of  multicampus  hospital 
systems  that  cross  CBSAs.  We  refer 
readers  to  the  FY  2009  IPPS  final  rule 
(73  FR  48563  through  48592)  and  to  the 
Federal  Register  notice  published 
subsequent  to  that  final  rule  on  October 
3,  2008  (73  FR  57888)  for  a  detailed 
discussion  of  recent  changes  to  the  FY 
2009  IPPS  wage  indices,  including 
adoption  of  a  3-year  transition  firom  a 
national  budget  neutrality  adjustment  to 
a  State-level  budget  neutrality 
adjustment  for  the  rural  and  imputed 
floors.  In  addition,  we  refer  readers  to 
the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65842  through 
65844)  and  subsequent  OPPS  rules  for  a 
detailed  discussion  of  the  history  of 
these  wage  index  adjustments  as 
applied  under  the  OPPS. 

The  IPPS  wage  indices  that  we 
proposed  to  adopt  in  the  CY  2009 
OPPS/ASC  proposed  rule  include  all 
reclassifications  that  are  approved  by 
the  Medicare  Geographic  Classification 
Review  Board  (MGCRB)  for  FY  2009. 

We  note  that  reclassifications  under 
section  508  of  Public  Law  108-173  and 
certain  special  exception 
reclassifications  that  were  extended  by 
section  106(a)  of  the  MIEA-TRHCA  and 
section  117(a)(1)  of  the  MMSEA  (Pub.  L. 
110-173)  were  set  to  terminate 
September  30,  2008.  Section  117(a)(2)  of 
the  MMSEA  also  extended  certain 
special  exception  reclassifications.  On 
February  22,  2008,  we  published  a 
notice  in  the  Federal  Register  (73  FR 
9807)  that  indicated  how  we  are 
implementing  section  117(a)  of  the 
MMSEA  under  the  IPPS.  We  also  issued 
a  joint  signature  memorandum  on 
January  28,  2008,  that  explained  how 
section  117  of  the  MMSEA  would  apply 
to  the  OPPS.  As  we  stated  in  that 
memorandum,  most  of  the 
reclassifications  extended  by  the 
MMSEA  would  expire  September  30, 
2008,  for  both  the  IPPS  and  the  OPPS 
(with  OPPS  hospitals  reverting  to  a 
previous  reclassification  or  home  area 
wage  index  from  October  1,  2008  to 
December  31,  2008).  However,  because 
we  implemented  the  special  exception 
wage  indices  for  certain  hospitals  on  a 
calendar  year  cycle  for  OPPS,  we 
extended  special  exception  wage 
indices  through  December  31,  2008,  in 
order  to  give  these  hospitals  the  special 
exception  wage  indices  under  the  OPPS 
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for  the  same  time  period  as  under  the 
IPPS. 

Since  issuance  of  the  CY  2009  OPPS/ 
ASC  proposed  rule,  section  124  of 
Public  Law  110-275  (MIPPA)  further 
extended  geographic  reclassifications 
under  section  508  and  certain  special 
exception  reclassifications  until 
September  30,  2009.  We  did  not  make 
any  proposals  related  to  these 
provisions  for  the  CY  2009  OPPS  wage 
indices  in  our  proposed  rule,  since  the 
MIPPA  was  enacted  after  issuance  of  the 
CY  2009  OPPS/ASC  proposed  rule.  In 
accordance  with  section  124  of  Public 
Law  110-275,  for  CY  2009,  we  are 
adopting  all  section  508  geographic 
reclassifications  through  September  30, 
2009.  Similar  to  our  treatment  of  section 
508  reclassifications  extended  under  the 
MMSEA  as  described  above,  hospitals 
with  section  508  reclassifications  will 
revert  to  their  home  area  wage  index, 
with  out-migration  adjustment  if 
applicable,  from  October  1,  2009,  to 
December  31,  2009.  As  we  did  for  CY 
2008,  we  also  are  extending  the  special 
exception  wage  indices  for  certain 
hospitals  through  December  31,  2009, 
under  the  OPPS  in  order  to  give  these 
hospitals  the  special  exception  wage 
indices  under  the  OPPS  for  the  same 
time  period  as  under  the  IPPS.  We  refer 
readers  to  the  Federal  Register  notice 
published  subsequent  to  the  FY  2009 
IPPS  final  rule  for  a  detailed  discussion 
of  the  changes  to  the  wage  indices  as 
required  by  section  124  of  the  Public 
Law  110-275  {73  FR  57888). 

For  purposes  of  the  OPPS,  we 
proposed  to  continue  our  policy  in  CY 
2009  to  allow  non-IPPS  hospitals  paid 
under  the  OPPS  to  qualify  for  the  out¬ 
migration  adjustment  if  they  are  located 
in  a  section  505  out-migration  county. 
We  note  that  because  non-IPPS 
hospitals  cannot  reclassify,  they  are 
eligible  for  the  out-migration  wage 
adjustment.  Table  4J  in  the  Federal 
Register  notice  that  provides  final  FY 
2009  IPPS  wage  indices  published 
subsequent  to  the  FY  2009  IPPS  final 
rule  (73  FR  57988)  identifies  counties 
eligible  for  the  out-migration  adjustment 
and  providers  receiving  the  adjustment. 
As  we  have  done  in  prior  years,  we  are 
reprinting  Table  4J,  as  Addendum  L  to 
this  final  rule  with  comment  period, 
with  the  addition  of  non-IPPS  hospitals 
that  will  receive  the  section  505  out¬ 
migration  adjustment  under  the  CY 
2009  OPPS. 

As  stated  earlier  in  this  section,  we 
continue  to  believe  that  using  the  IPPS 
wage  indices  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall. 


Therefore,  we  proposed  to  use  the  final 
FY  2009  IPPS  wage  indices  for 
calculating  the  OPPS  payments  in  CY 
2009.  With  the  exception  of  the  out¬ 
migration  wage  adjustment  table 
(Addendum  L  to  this  final  rule  with 
comment  period),  which  includes  non- 
IPPS  hospitals  paid  under  the  OPPS,  we 
are  not  reprinting  the  finalized  FY  2009 
IPPS  wage  indices  referenced  in  this 
discussion  of  the  wage  index.  We  refer 
readers  to  the  CMS  Web  site  for  the 
OPPS  at:  http://www.cins.hhs.gov/ 
providers /hopps.  At  this  link,  readers 
will  find  a  link  to  the  final  FY  2009  IPPS 
wage  index  tables  as  finalized. 

Comment:  Several  commenters 
supported  the  CMS  proposal  to  extend 
the  IPPS  wage  indices  to  the  OPPS  in 
CY  2009  as  we  have  done  in  previous 
years.  One  commenter  praised  the 
adoption  of  reclassifications  approved 
by  the  MGCRB.  Another  commenter 
supported  the  extension  of  the  special 
exception  reclassifications  for  certain 
hospitals  through  December  31,  2008  for 
the  OPPS. 

Response:  We  appreciate  the  support 
expressed  by  the  commenters  for  our 
proposed  CY  2009  wage  index  policies, 
as  well  as  our  CY  2008  policy  that 
extended  the  special  exception  wage 
indices  through  December  31,  2008.  As 
discussed  earlier,  in  implementing 
section  124  of  Public  Law  110-275,  we 
also  are  extending  the  special  exception 
wage  indices  through  December  31, 
2009,  under  the  OPPS.  With  regard  to 
adopting  reclassifications  approved  by 
the  MGCRB,  we  note  that  under  the 
OPPS  we  adopt  the  IPPS  wage  indices 
in  their  entirety,  including  wage  index 
reclassifications.  Therefore,  any 
reclassifications  approved  for  a  hospital 
would  apply  to  payment  under  both  the 
IPPS  and  the  OPPS. 

Comment:  One  commenter  opposed 
CMS’  implementation  of  the  FY  2009 
IPPS  wage  indices  in  the  OPPS  in  light 
of  the  revisions  to  the  reclassification 
average  hourly  wage  comparison 
criteria,  as  finalized  in  the  FY  2Q09  IPPS 
final  rule.  Specifically,  the  commenter 
suggested  that  CMS  consider  the 
redistributional  effects  of  implementing 
the  changes  to  the  comparison 
threshold.  In  addition,  the  commenter 
stated  that  a  change  in  the 
reclassification  comparison  criteria, 
coupled  with  CMS’  implementation  of  a 
transitional  within-State  rural  floor 
budget  neutrality  adjustment,  could 
have  a  substantially  negative  effect  on 
hospitals  located  in  rural  markets. 

Response:  We  appreciate  the 
comment  concerning  our  revision  to  the 
reclassification  average  hourly  wage 
comparison  criteria  as  discussed  in  the 
FY  2009  IPPS  final  rule  (73  FR  48568). 


Our  consistent  policy  has  been  to  adopt 
the  IPPS  fiscal  year  wage  indices  for  use 
under  the  OPPS,  including  IPPS  policy 
on  geographic  reclassification.  While 
the  commenter  discussed  the 
redistributional  effects  of  changes  made 
in  the  IPPS  rulemaking  process,  the 
inherent  policy  rationales  underlying 
such  changes  were  not  discussed.  The 
policy  rationales  for  an  update  to  the 
geographic  reclassification  wage 
comparison  criteria  and  budget 
neutrality  for  the  rural  and  imputed 
floors  were  fully  discussed  during  the 
FY  2009  IPPS  rulemaking  process,  and 
hospitals  had  the  opportunity  to 
comment  specifically  on  such  policy 
rationales  during  that  process. 

Comment:  One  commenter  expressed 
concern  about  the  impact  of  the  wage 
index  on  hospital  payment  for  specific 
APCs.  In  particular,  the  commenter 
argued  that  60  percent,  the  current 
percentage  of  the  APC  payment  that  is 
adjusted  for  variation  in  labor-related 
costs,  is  too  large  of  a  percentage  for 
APGs  that  incorporate  high  cost 
technologies,  implantable  devices,  and 
drugs,  and  instead  suggested  a  labor  rate 
split  of  20  percent  (based  on  the 
commenter’s  data)  for  APCs  that  include 
high  device  or  supply  costs.  The 
commenter  suggested  a  labor-related 
share  of  20  percent  for  APCs  0107 
(Insertion  of  Cardioverter-Defibrillator); 
0108  (Insertion/Replacement/Repair  of 
Cardioverter-Defibrillator  Leads);  0222 
(Level  II  Implantation  of 
Neurostimulator);  0225  (Implantation  of 
Neurostimulator  Electrodes,  Cranial 
Nerve);  0227  (Implantation  of  Drug 
Infusion  Device);  0315  (Level  III 
Implantation  of  Neurostimulator);  0418 
(Insertion  of  Left  Ventricular  Pacing 
Elect.);  0654  (Insertion/Replacement  of  a 
Permanent  Dual  Chamber  Pacemaker); 
0655  (Insertion/Replacement/ 
Conversion  of  a  Permanent  Dual 
Chamber  Pacemaker);  0656 
(Transcatheter  Placement  of 
Intracoronary  Drug-Eluting  Stents):  and 
others  that  CMS  believes  would  meet 
the  criteria  discussed  by  the  commenter. 

Moreover,  regarding  the  effects  of 
wage  adjustment  on  hospital  payment 
for  certain  services,  MedPAC  noted  that 
the  effect  of  charge  compression  on 
OPPS  payment  for  services  where 
devices  make  up  a  large  percentage  of 
the  costs  of  the  service  tend  to  be 
exacerbated  among  hospitals  in  low- 
wage  areas  and  counteracted  in  high- 
wage  areas  because  CMS  wage  adjusts  a 
portion  of  the  device  cost,  which 
typically  exceeds  40  percent  of  the  APC 
payment.  The  MedPAC  suggested  that 
CMS  overadjusts  for  the  labor  costs  in 
these  services  and  stated  its  plan  to 
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evaluate  CMS’  method  for  adjusting 
payments  for  variations  in  labor  costs. 

Response:  We  do  not  believe  it  is 
appropriate  to  vary  the  percentage  of  the 
national  payment  that  is  wage  adjusted 
for  different  services  provided  under  the 
OPPS.  Such  a  change  could  not  be 
considered  without  first  assessing  its 
impact  on  the  OPPS  labor-related  share 
calculation.  The  OPPS  labor-related 
shme  of  60  percent  was  determined 
through  regression  analyses  conducted 
for  the  initial  OPPS  proposed  rule  (63 
FR  47581)  and  recently  confirmed  for 
the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68556).  The 
labor-related  share  is  a  provider-level 
adjustment  based  on  the  relationship 
between  the  labor  input  costs  and  a 
provider’s  average  OPPS  unit  cost, 
holding  all  other  things  constant.  While 
numerous  individual  services  may  have 
variable  labor  shares,  these  past 
analyses  identified  60  percent  as  the 
appropriate  labor-related  share  across 
all  types  of  outpatient  services  and  are 
the  basis  for  our  current  policy.  The 
provider-level  adjustment  addresses 
payment  for  all  services  paid  under  the 
OPPS.  We  look  forward  to  reviewing  the 
results  of  MedPAC’s  evaluation  of  the 
CMS  method  for  adjusting  payment  for 
variation  in  labor  costs  in  light  of 
differences  in  labor-related  costs  for 
device-implantation  services,  as  well  as 
any  recommendations  it  may  provide 
regarding  the  OPPS  wage  adjustment 
policy. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  use  the  final  FY  2009 
IPPS  wage  indices  to  adjust  the  OPPS 
standard  payment  amounts  for  labor 
market  differences. 


statewide  average  default  CCRs  to 
determine  the  payments  mentioned 
above  until  a  hospital’s  Medicare 
contractor  is  able  to  calculate  the 
hospital’s  actual  CCR  fi’om  its  most 
recently  submitted  Medicare  cost  report. 
These  hospitals  include,  but  are  not 
limited  to,  hospitals  that  are  new,  have 
not  accepted  assignment  of  an  existing 
hospital’s  provider  agreement,  and  have 
not  yet  submitted  a  cost  report.  CMS 
also  uses  the  statewide  average  default 
CCRs  to  determine  payments  for 
hospitals  that  appear  to  have  a  biased 
CCR  (that  is,  the  CCR  falls  outside  the 
predetermined  ceiling  threshold  for  a 
valid  CCR)  or  for  hospitals  whose  most 
recent  cost  report  reflects  an  all- 
inclusive  rate  status  (Medicare  Claims 
Processing  Manual,  Pub.  100-04, 
Chapter  4,  Section  10.11).  As  proposed, 
in  this  final  rule  with  comment  period, 
we  are  updating  the  default  ratios  for  CY 
2009  using  the  most  recent  cost  report 
data,  and  we  are  codifying  our  policies 
for  using  the  default  ratios  for  hospitals 
that  do  not  have  a  CCR  for  outlier 
payments  specifically.  We  refer  readers 
to  section  II.F.  of  this  final  rule  with 
comment  period  where  we  discuss  our 
final  policy  for  default  CCRs,  including 
setting  the  ceiling  threshold  for  a  valid 
CCR,  as  part  of  our  broader 
implementation  of  an  outlier 
reconciliation  process  similar  to  that 
implemented  under  the  IPPS. 

For  CY  2009,  we  used  our  standard 
methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
use  to  adjust  charges  to  costs  on  claims 
data.  Table  9  published  in  the  CY  2009 
OPPS/ASC  proposed  rule  listed  the 
proposed  CY  2009  default  urban  and 
rural  CCRs  by  State  and  compared  them 
to  last  year’s  default  CCRs.  These  CCRs 
are  the  ratio  of  total  costs  to  total 
charges  from  each  hospital’s  most 
recently  submitted  cost  report,  for  those 
cost  centers  relevant  to  outpatient 
services  weighted  by  Medicare  Part  B 
charges.  We  also  adjusted  ratios  from 
submitted  cost  reports  to  reflect  final 
settled  status  by  applying  the 
differential  between  settled  to  submitted 
costs  and  charges  from  the  most  recent 


pair  of  final  settled  and  submitted  cost 
reports.  We  then  weighted  each 
hospital’s  CCR  by  claims  volume 
corresponding  to  the  year  of  the 
majority  of  cost  reports  used  to  calculate 
the  overall  CCR.  We  refer  readers  to 
section  lI.E.  of  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66680  through  66682)  and  prior  OPPS 
rules  for  a  more  detailed  discussion  of 
our  established  methodology  for 
calculating  the  statewide  average  default 
CCRs,  including  the  hospitals  used  in 
our  calculations  and  trimming  criteria. 

For  the  CY  2009  OPPS/ASC  proposed 
rule,  approximately  38  percent  of  the 
submitted  cost  reports  represented  data 
for  cost  reporting  periods  ending  in  CY 

2005  and  60  percent  were  for  cost 
reporting  periods  ending  in  CY  2006. 

We  have  since  updated  the  cost  report 
data  we  use  to  calculate  CCRs  with 
additional  cost  reports  ending  in  CYs 

2006  and  2007.  For  this  final  rule  with 
comment  period,  53  percent  of  the 
submitted  cost  reports  utilized  in  the 
default  ratio  calculation  are  for  CY  2006 
and  46  percent  are  for  CY  2007.  For 
Maryland,  we  use  an  overall  weighted 
average  CCR  for  all  hospitals  in  the 
nation  as  a  substitute  for  Maryland 
CCRs.  Few  hospitals  in  Maryland  are 
eligible  to  receive  payment  under  the 
OPPS,  which  limits  the  data  available  to 
calculate  an  accurate  and  representative 
CCR.  In  general,  observed  changes 
between  CYs  2008  and  2009  are  modest 
and  the  few  significant  changes  are 
associated  with  a  small  number  of 
hospitals. 

We  did  not  receive  any  public 
comments  concerning  our  CY  2009 
proposal  to  apply  our  standard 
methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
use  to  adjust  charges  to  costs  on  claims 
data.  Public  comments  on  setting  the 
threshold  for  determining  a  valid  CCR 
are  discussed  in  section  II.F.  of  this  final 
rule  with  comment  period.  Therefore, 
we  are  finalizing  the  statewide  average 
default  CCRs  as  shown  in  Table  11 
below  for  OPPS  services  furnished  on  or 
after  January  1,  2009. 


D.  Statewide  Average  Default  CCRs 
CMS  uses  CCRs  to  determine  outlier 
payments,  payments  for  pass-through 
devices,  and  monthly  interim 
transitional  corridor  payments  under 
the  OPPS,  in  addition  to  adjusting 
hospitals’  charges  reported  on  claims  to 
costs.  Some  hospitals  do  not  have  a  CCR 
because  there  is  no  cost  report  available. 
For  these  hospitals,  CMS  uses  the 


Table  11— CY  2009  Statewide  Average  CCRs 


State 

Urban/rural 

Final  CY  2009 
default  CCR 

Previous  default 
CCR  (CY  2008 
OPPS  final  rule) 

ALASKA  . 

RURAL  . 

0.562 

0.537 

ALASKA  . 

URBAN  . 

0.345 

0.351 

ALABAMA  . . 

RURAL  . 

0.221 

0.228 

ALABAMA  . 

URBAN  . 

0.202 

0.213 

ARKANSAS  . 

RURAL  . 

0.256 

0.266 

ARKANSAS  . 

URBAN  . 

0.268 

0.270 

ARIZONA  . 

RURAL  . 

0.267 

0.264 
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Table  11— C'Y  2009  Statewide  Average  CCRs— Continued 


- -r 

State 

■ 

UrbarVrural 

Final  CY  2009 
default  CCR 

Previous  default 
CCR  (CY  2008 
OPPS  final  rule) 

ARI7nNIA  . 

URBAN  . 

0.226 

0.232 

CALIFORNIA  . 

RURAL  . 

0.219 

0.232 

r.AI  IFORNIA  . 

URBAN  . 

0.218 

0.218 

COI  ORADO  . 

RURAL  . 

0.346 

0.355 

nni  ORADO  . 

URBAN  . 

0.248 

0.254 

CONNECTICUT . 

RURAL  . 

0.372 

0.391 

CONNECTICUT . 

URBAN  . 

0.322 

0.339 

DISTRICT  OF  COLUMBIA  . 

URBAN  . 

0.329 

0.346 

DELAWARE  . 

RURAL  . 

0.302 

0.302 

DELAWARE . 

URBAN  . 

0.349 

0.400 

FI  ORinA  . 

RURAL  . 

0.204 

0.219 

FLORIDA  . 

URBAN  . 

0.1.89 

0.198 

GEORGIA  . 

RURAL  . ; . 

0.267 

0.279 

GEORGIA  . 

URBAN  . 

0.251 

0.269 

HAWAII  . 

RURAL  . 

0.367 

0.373 

HAWAII . : . 

URBAN  . 

0.344 

0.317 

IOWA  . . . 

RURAL  . . . 

0.439 

0.349 

IOWA  . 

URBAN  . 

0.294 

0.325 

IDAHO  . . 

RURAL  . 

0.449 

0.445 

IDAHO . 

URBAN  . 

0.419 

0.414 

ILLINOIS  . . 

RURAL  . 

0.280 

0.286 

ILLINOIS  . 

URBAN  . 

0.266 

0.271 

INDIANA  . 

RURAL  . 

0.298 

0.313 

INDIANA  . 

URBAN  . 

0.295 

0.301 

KANSAS  . 

RURAL  . 

0.300 

0.318 

KANSAS  . . 

URBAN  . 

0.238 

0.240 

KENTUCKY  . 

RURAL  . 

0.236 

0.244 

KENTUCKY  . 

URBAN  . 

0.255 

0.262 

LOUISIANA . . . 

RURAL  . 

0.283 

0.271 

LOUISIANA . 

URBAN  . 

0.258 

0.277 

MARYLAND  . 

RURAL  . 

0.303 

0.308 

MARYLAND  . 

URBAN  . 

0.276 

0.284 

MASSACHUSETTS  . 

URBAN  . 

0.328 

0.338 

MAINE . . 

RURAL  . 

0.452 

0.433 

MAINE . 

URBAN  . 

0.428 

0.424 

MICHIGAN  . 

RURAL  . 

0.317 

0.331 

MICHIGAN  . 

URBAN  . 

0.321 

0.318 

MINNESOTA . 

RURAL  . 

0.488 

0.499 

MINNESOTA . 

URBAN  . 

0.348 

0.342 

MISSOURI  . 

RURAL  . . . 

0.269 

0.289 

MISSOURI  . . . 

URBAN  . 

0.282 

0.292 

MISSISSIPPI . 

RURAL  . 

0.261 

0.267 

MISSISSIPPI . 

URBAN  . 

0.209 

0.217 

MONTANA  . 

RURAL  . 

0.455 

0.453 

MONTANA  . 

URBAN  . 

0.439 

0.450 

NORTH  CAROLINA . 

RURAL  . 

0.272 

0.286 

NORTH  CAROLINA . 

URBAN  . 

0.292 

0.321 

NORTH  DAKOTA  . ; . 

RURAL  . 

0.369 

0.379 

NORTH  DAKOTA  . 

URBAN  . 

.  0.354 

0.378 

NEBRASKA  . '. . 

RURAL  . 

0.345 

0.347 

NEBRASKA  . 

URBAN  . 

0.283 

0.290 

NEW  HAMPSHIRE  . . 

RURAL  . 

0.350 

0.375 

NEW  HAMPSHIRE  . 

URBAN  . 

0.296 

0.337 

NEW  JERSEY  . 

URBAN  . 

0.257 

0.276 

NEW  MEXICO  . 

RURAL  . 

0.263 

0.275 

NEW  MEXICO  . 

URBAN  . 

0.328 

0.353 

NEVADA  . . . 

RURAL  . 

0.312 

0.329 

NEVADA  . ! . 

URBAN  . 

0.192 

0.200 

NEW  YORK  . . . 

RURAL  . 

0.412 

0.417 

NEW  YORK  . 

URBAN  . 

0.388 

0.402 

OHIO . 

RURAL  . 

0.353 

0.354 

OHIO . 

URBAN  . 

0.258 

0.268 

OKLAHOMA . . 

RURAL  . 

0.278 

0.288 

OKLAHOMA . 

URBAN  . 

0.238 

0.245 

OREGON  . 

RURAL  . 

0.318 

0.321 

OREGON  . . . 

URBAN  . 

0.374 

0.366 

PENNSYLVANIA  . 

RURAL  . 

0.284 

0.298 

PENNSYLVANIA  . 

URBAN  . 

0.232 

0.241 

PUERTO  RICO . ;. . 

URBAN  . 

0.519 

0.474 

RHODE  ISLAND . 

URBAN  . 

0.294 

0.308 
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Table  11— CY  2009  Statewide  Average  CCRs— Continued 


1 

State 

Urban/rural 

1 

Final  CY  2009 
default  CCR 

Previous  default 
CCR  (CY  2008 
OPPS  final  rule) 

SOUTH  CAROLINA . 

RURAL  . 

0.242 

0.258 

SOUTH  CAROLINA . 

URBAN  . 

0.240 

0.244 

SOUTH  DAKOTA  . 

RURAL  . 

0.336 

0.334 

SOUTH  DAKOTA  . . 

URBAN  . 

0.267 

0.289 

TENNESSEE  . 

RURAL  . 

0.244 

1  0.256 

TENNESSEE  . 

URBAN  .  ! 

0.221 

I  0.241 

TEXAS  . .\ . 

RURAL  . ■. . 

0.257 

[  0.271 

TEXAS  . 

URBAN  . . 

0.238 

1  0.242 

UTAH  . 

RURAL-  . X 

0.413 

1  0.416 

UTAH  . 

URBAN  . 

0.430 

0.406 

VIRGINIA  . 

RURAL  . 

0.257 

0.268 

VIRGINIA  . 

URBAN  . 

0.266 

0.275 

VERMONT  . 

RURAL  . 

0.406 

0.416 

VERMONT  . 

URBAN  . 

0.422 

0.340 

WASHINGTON  . 

RURAL  . . 

0.349 

0.358 

WASHINGTON  . 

URBAN  . . . 

0.342 

0.368 

WISCONSIN  . 

RURAL  . 

0.399 

0.384 

WISCONSIN  . 

URBAN  . 

0.346 

0.362 

WEST  VIRGINIA . 

RURAL  . 

0.293 

0.298 

WEST  VIRGINIA . 

URBAN  . 

0.349 

0.360 

WYOMING  . 

RURAL  . 

0.418 

0.449 

WYOMING  . . . 

URBAN  . 

1  0.331 

1 _ 

0.351 

E.  OPPS  Payment  to  Certain  Rural  and 
Other  Hospitals 

1.  Hold  Harmless  Transitional  Payment 
Changes  Made  by  Public  Law  110-275 
(MIPPA) 

When  the  OPPS  was  implemented, 
every  provider  was  eligible  to  receive  an 
additional  payment  adjustment  (called 
either  transitional  corridor  payment  or 
transitional  outpatient  payment  (TOT’S)) 
if  the  payments  it  received  for  covered 
OPD  services  under  the  OPPS  were  less 
than  the  payment  it  would  have  .. 
received  for  the  same  services  under  the 
prior  reasonable  cost-based  system 
(referred  to  as  the  pre-BBA  amount). 
Section  1833(t)(7)  of  the  Act  provides 
that  the  transitional  corridor  payments 
are  temporary  payments  for  most 
providers  to  ease  their  transition  from 
the  prior  reasonable  cost-based  payment 
system  to  the  OPPS  system.  There  are 
two  exceptions  to  this  provision,  cancer 
hospitals  and  children’s  hospitals,  and 
those  hospitals  receive  the  transitional 
corridor  payments  on  a  permanent 
basis.  Section  1833(t)(7)(D)(i)  of  the  Act 
originally  provided  for  transitional 
corridor  payments  to  rural  hospitals 
with  100  or  fewer  beds  for  covered  OPD 
services  furnished  before  January  1, 

2004.  However,  section  411  of  Public 
Law  108-173  amended  section 
1833(t)(7)(D)(i)  of  the  Act  to  extend 
these  payments  through  December  31, 

2005,  for  rural  hospitals  with  100  or 
fewer  beds.  Section  411  also  extended 
the  transitional  corridor  payments  to 
SCHs  located  in  rural  areas  for  services 
furnished  during  the  period  that  began 


with  the  provider’s  first  cost  reporting 
period  beginning  on  or  after  January  1 , 
2004,  and  ended  on  December  31,  2005. 
Accordingly,  the  authority  for  making 
transitional  corridor  payments  under 
section  1833(t)(7)(D)(i)  of  the  Act,  as 
amended  by  section  411  of  Public  Law 
108-173,  for  rural  hospitals  having  100 
or  fewer  beds  and  SCHs  located  in  rural 
areas  expired  on  December  31,  2005. 

Section  5105  of  Public  Law  109-171 
reinstituted  the  TOPs  for  covered  OPD 
services  furnished  on  or  after  January  1, 
2006,  and  before  January  1,  2009,  for 
rural  hospitals  having  100  or  fewer  beds 
that  are  not  SCHs.  When  the  OPPS 
payment  is  less  than  the  provider’s  pre- 
BBA  amount,  the  amount  of  payment  is 
increased  by  95  percent  of  the  amount 
of  the  difference  between  the  two 
payment  systems  for  CY  2006,  by  90 
percent  of  the  amount  of  that  difference 
for  CY  2007,  and  by  85  percent  of  the 
amount  of  that  difference  for  CY  2008. 

For  CY  2006,  we  implemented  section 
5105  of  Public  Law  109-171  through 
Transmittal  877,  issued  on  February  24, 

2006.  In  the  Transmittal,  we  did  not 
specifically  address  whether  TOPs 
apply  to  essential  access  community 
hospitals  (EACHs),  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(III)  of  the  Act. 
Accordingly,  under  the  statute,  EACHs 
are  treated  as  SCHs.  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68010),  we  stated  that 
EACHs  were  not  eligible  for  TOPs  under 
Public  Law  109-171.  However,  we 
stated  they  were  eligible  for  the 
adjustment  for  rural  SCHs.  In  the  CY 


2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68010  and 
68228),  we  updated  §  419.70(d)  of  our 
regulations  to  reflect  the  requirements  of 
Public  Law  109-171. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41461),  we  stated  that, 
effective  for  services  provided  on  or 
after  January  1,  2009,  rural  hospitals 
having  100  or  fewer  beds  that  are  not 
SCHs  would  no  longer  be  eligible  for 
TOPs,  in  accordance  with  section  5105 
of  Public  Law  109-171.  However, 
subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  147  of 
Public  Law  110-275  amended  section 
1833(t)(7)(D)(i)  of  the  Act  by  extending 
the  period  for  TOPs  to  rural  hospitals 
with  100  beds  or  few'er,  for  1  year,  for 
services  provided  before  January  1, 

2010.  Section  147  of  Public  Law  110- 
275  also  extended  TOPs  to  SCHs 
(including  EACHs)  with  100  or  fewer 
beds  for  covered  OPD  services  provided 
on  or  after  January  1,  2009,  and  before 
January  1,  2010.  In  accordance  with 
section  147  of  Public  Law  110-275, 
when  the  OPPS  payment  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  is  increased  by  85  percent 
of  the  amount  of  the  difference  between 
the  two  payment  systems  for  CY  2009. 

Comment:  Several  commenters 
supported  the  legislative  extension  of 
TOPs  to  small  rural  hospitals  and  small 
SCHs  for  services  provided  before 
January  1,  2010,  under  section  147  of 
Public  Law  110-275. 

Response:  We  appreciate  the 
commenters’  support. 
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In  this  final  rule  with  comment 
period,  we  are  revising  §§  419.70(d)(2) 
and  (d)(4)  and  adding  a  new  paragraph 
(d)(5)  to  incorporate  the  provisions  of 
section  147  of  Public  Law  110-275.  We 
note  that  our  interpretation  of  the  term 
“beds,”  as  is  used  in  the  regulation  for 
determining  the  number  of  beds  in  a 
hospital,  is  consistent  with  how  that 
term  is  defined  in  our  established  hold 
harmless  policy  in  §419.70,  as  stated  in 
the  April  7,  2000,  OPPS  final  rule  with 
comment  period  (65  FR  18501).  In  ^ 
addition,  while  we  were  reviewing 
§  419.70(d)(2)  in  order  to  incorporate  the 
change  provided  by  section  147  of  Pub. 
L.  110-275,  we  realized  that  our  use  of 
the  word  “paragraph”  was  incorrect. 
Specifically,  the  provision  states  that  for 
covered  hospital  outpatient  services 
furnished  in  a  calendar  year  from 
January  1,  2006,  through  December  31, 
2009,  for  which  the  prospective 
payment  amount  is  less  than  the  pre- 
BBA  amount,  the  amount  of  payment 
under  this  paragraph  is  increased  by  the 
amount  of  the  difference.  We  note  that 
if  the  prospective  payment  amount  is 
less  than  the  pre-BBA  amount, 
payments  under  this  part  (Part  419),  not 
paragraph,  are  increased.  Therefore,  in 
order  to  more  precisely  capture  our 
existing  policy  and  to  correct  an 
inaccurate  cross  reference,  we  are 
substituting  the  word  “part”  for 
“paragraph.” 

In  addition,  in  our  review  of  §  419.70 
to  implement  section  147  of  Public  Law 
110-275,  we  discovered  that  the  cross- 
references  in  paragraphs  (e),  (g),  and  (i) 
of  §419.70  were  incorrect.  Paragraph  (e) 
defines  the  term  “prospective  payment 
system  amount”  which  is  used 
throughout  §419.70.  However,  the 
language  in  paragraph  (e)  incorrectly 
references  “this  paragraph”  rather  than 
“this  section.”  We  are  making  a 
technical  correction  to  this  cross- 
reference  to  correct  the  error  and  to 
accurately  reflect  the  current  policy.  In 
addition,  paragraph  (g)  of  §419.70  states 
that  “CMS  makes  payments  under  this 
paragraph  *  *  *”  Because  paragraph  (g) 
is  intended  to  specify  how  additional 
OPPS  payments  will  be  made  to 
hospitals  and  CMHCs  that  result  from 
the  application  of  the  transitional 
adjustments  set  forth  in  the  entire 
§  419.70,  in  this  final  rule  with 
comment  period,  we  are  correcting  the 
cross-reference  in  paragraph  (g)  by 
removing  “paragraph”  and  replacing  it 
with  “section”  to  correct  the  error  and 
to  accurately  reflect  the  current  policy. 
Similarly,  paragraph  (i)  of  §419.70 
cross-references  the  additional 
payments  as  those  made  under 
paragraph  (i)  rather  than  as  those  made 


under  the  entire  §419.70.  Therefore,  in 
this  final  rule  with  comment  period,  we 
also  are  correcting  this  cross-reference 
error  to  read  “section”  to  accurately 
reflect  the  current  policy. 

2.  Adjustment  for  Rural  SCHs 
Implemented  in  CY  2006  Related  to 
Public  Law  108-173  (MMA) 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68556),  we 
finalized  a  payment  increase  for  rural 
SCHs  of  7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  drugs,  biologicals, 
brachytherapy  sources,  and  services 
paid  under  the  pass-through  payment 
policy  in  accordance  with  section 
1833(t)(13)(B)  of  the  Act,  as  added  by 
section  411  of  Public  Law  108-173. 
Section  411  gave  the  Secretary  the 
authority  to  make  an  adjustment  to 
OPPS  payments  for  rural  hospitals, 
effective  January  1,  2006,  if  justified  by 
a  study  of  the  difference  in  costs  by  APC 
between  hospitals  in  rural  and  urban 
areas.  Our  analysis  showed  a  difference 
in  costs  for  rural  SCHs.  Therefore,  for 
the  CY  2006  OPPS,  we  finalized  a 
payment  adjustment  for  rural  SCHs  of 
7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  drugs,  biologicals, 
brachytherapy  sources,  and  services 
paid  under  the  pass-through  payment 
policy  in  accordance  with  section 
1833(t)(13)(B)  of  the  Act. 

In  CY  2007,  we  became  aware  that  we 
did  not  specifically  address  whether  the 
adjustment  applies  to  EACHs,  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(III)  of  the  Act.  Thus, 
under  the  statute,  EACHs  are  treated  as 
SCHs.  Therefore,  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68010  and  68227),  for  purposes  of 
receiving  this  rural  adjustment,  we 
revised  §  419.43(g)  to  clarify  that  EACHs 
are  also  eligible  to  receive  the  rural  SCH 
adjustment,  assuming  these  entities 
otherwise  meet  the  rural  adjustment 
criteria.  Currently,  fewer  than  10 
hospitals  are  classified  as  EACHs  and  as 
of  CY  1998,  under  section  4201(c)  of 
Public  Law  105-33,  a  hospital  can  no 
longer  become  newly  classified  as  an 
EACH. 

This  adjustment  for  rural  SCHs  is 
budget  neutral  and  applied  before 
calculating  outliers  and  copayment.  As 
stated  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68560),  we 
would  not  reestablish  the  adjustment 
amount  on  an  annual  basis,  but  we  may 
review  the  adjustment  in  the  future  and, 
if  appropriate^  would  revise  the 
adjustment.  We  provided  the  same  7.1 
percent  adjustment  to  rural  SCHs  again 
in  CY  2008. 


For  the  CY  2009  OPPS,  we  proposed 
to  continue  our  current  policy  of  a 
budget  neutral  7.1  percent  payment 
adjustment  for  rural  SCHs,  including 
EACHs,  for  all  services  and  procedures 
paid  under  the  OPPS,  excluding  drugs, 
biologicals,  and  services  paid  under  the 
pass-through  payment  policy. 

For  CY  2009,  we  proposed  to  include 
brachytherapy  sources  in  the  group  of 
services  eligible  for  the  7.1  percent 
payment  increase  because  we  proposed 
to  pay  them  for  CY  2009  at  prospective 
rates  based  on  their  median  costs  as 
calculated  from  historical  claims  data. 
However,  subsequent  to  issuance  of  the 
CY  2009  OPPS/ ASC  proposed  rule, 
section  142  of  Public  Law  110—275 
amended  section  1833(t)(16)(C)  of  the 
Act  by  extending  payment  for 
brachytherapy  sources  at  charges 
adjusted  to  cost  for  services  provided 
prior  to  Japuary  1,  2010.  Our  consistent 
policy  has  been  to  exclude  items  paid  at 
charges  adjusted  to  cost  ft'om  the  7.1 
percent  payment  adjustment.  Therefore, 
consistent  with  past  policy, 
brachytherapy  sources  will  not  be 
eligible  for  the  7.1  percent  payment 
adjustment  for  CY  2009. 

Statutory  provisions  to  pay  for 
brachytherapy  sources  and  other  items 
under  the  OPPS  at  charges  adjusted  to 
cost  have  been  common  over  the  history 
of  the  OPPS.  In  the  past,  we  updated  the 
regulations  at  §  419.43(g)(4)  each  year  to 
exclude  those  items  paid  at  charges 
adjusted  to  cost  by  identifying  those 
items  specifically.  However,  for 
administrative  ease  and  convenience, 
we  are  now  updating  §  419.43(g)(4)  to 
specify  in  a  general  manner  that  items 
paid  at  charges  adjusted  to  cost  by 
application  of  a  hospital-specific  CCR 
are  excluded  from  the  percent  payment 
adjustment  in  §  419.43(g)(2).  We  note 
that  §  419.43(g)(4)  currently  specifically 
identifies  devices  or  brachytherapy 
consisting  of  a*seed  or  seeds  (including 
a  radioactive  source)  as  being  excluded 
from  the  payment  adjustment  in 
§  419.43(g)(2)  (because  they  are  paid  at 
charges  adjusted  to  cost).  In  addition, 
section  147  of  Public  Law  110-275  also 
provides  that  brachytherapy  sources  and 
therapeutic  radiopharmaceuticals  are 
paid  at  charges  adjusted  to  cost  for  a 
specified  time  period.  We  believe  that  it 
would  be  administratively  burdensome 
to  amend  the  regulations  in  this  final 
rule  with  comment  period  to 
specifically  identify  these  items  as 
exclusions  and  then  to  engage  in  notice 
and  comment  rulemaking  to  later  delete 
their  reference  upon  the  sunset  of  the 
provision  if  we  were  to  adopt  a  different 
payment  methodology.  As  indicated 
above  in  this  section,  we  believe  that  the 
most  logical  approach  is  to  exclude  all 
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items  paid  at  charges  adjusted  to  cost  as 
determined  by  hospital-specific  CCRs. 

In  addition,  as  noted  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41461), 
we  intend  to  reassess  the  7.1  percent 
adjustment  in  the  near  future  by 
examining  differences  between  urban 
and  rural  hospitals’  costs  using  updated 
claims,  cost,  and  provider  information. 

Comment:  Several  commenters 
supported  the  proposed  7.1  percent 
payment  adjustment  for  rural  SCHs.  The 
commenters  further  requested  that  CMS 
finalize  the  proposal  to  apply  the  7.1 
percent  payment  adjustment  to  rural 
SCHs  for  CY  2009  despite  the  extension 
of  TOPs  to  small  SCHs  for  CY  2009.  The 
commenters  noted  that  the  7.1  percent 
adjustment  and  TOPs  for  CY  2009  apply 
to  classes  of  hospitals  that  only  partially 
overlap,  specifically,  the  7.1  percent 
adjustment  applies  to  rural  SCHs  of  any 
size  while  TOPs  apply  to  all  small  SCHs 
(urban  and  rural)  and  small  rural 
hospitals.  In  addition,  the  commenters 
stated  that  the  purpose  of  the  7.1 
percent  adjustment  is  to  compensate 
rural  SCHs  because  they  are  costlier 
than  other  classes  of  hospitals,  while  the 
purpose  of  TOPs  is  to  compensate 
certain  hospitals  for  some  of  the  money 
that  these  hospitals  would  otherwise 
have  received  for  hospital  outpatient 
services  under  a  cost-based  system. 

Response:  We  will  continue  to  apply 
the  7.1  percent  payment  adjustment  to 
rural  SCHs  and  provide  TOPS  to  small 
SCHs  (including  EACHs)  and  small 
rural  hospitals  for  CY  2009.  We 
acknowledge  that  small  rural  SCHs  are 
potentially  eligible  for  both  the  7.1 
percent  payment  adjustment  and  TOPs, 
assuming  all  eligibility  criteria  are  met. 

Comment:  One  commenter  requested 
that  CMS  extend  the  7.1  percent 
payment  adjustment  to  all  SCHs,  not 
just  rural  SCHs,  under  the  equitable 
adjustment  authority  in  section 
1833(t)(2)(E)  of  the  Act.  The  commenter 
described  the  necessary  access  to 
services  that  urban  SCHs  provide  and 
highlighted  the  fact  that  both  urban  and 
rural  SCHs  have  been  recognized  for 
special  protections  by  Congress  in  other 
payment  systems  because  they  eu'e  the 
sole  source  of  inpatient  hospital  services 
reasonably  available  to  Medicare 
beneficiaries.  The  commenter  also 
referenced  a  comment  and  data  analysis 
that  the  commenter  previously 
submitted  to  CMS  in  response  to  the  CY 
2006  OPPS  proposed  rule. 

Response:  As  we  have  noted 
previously  in  response  to  a  similar 
comment  in  the  CY  2006  OPPS  final 
rule  with  comment  period  (70  FR  68560 
and  68561),  the  statutory  authority  for 
the  rural  adjustment  relies  upon  a 
comparison  of  costs  between  urban  and 


rural  hospitals.  Extending  this 
adjustment  to  urban  SCHs  under  our 
equitable  adjustment  authority  would 
require  urban  SCHs  to  demonstrate 
strong  empirical  evidence  that  they  are 
significantly  more  costly  than  other 
urban  hospitals.  We  could  not  find  any 
strong  empirical  evidence  suggesting 
that  urban  SCHs  are  significantly  more 
costly  than  other  urban  hospitals.  In  the 
CY  2006  OPPS  final  rule  with  comment 
period,  we  noted  that  urban  SCHs’  costs 
closely  resembled  urban  hospitals’ 
costs.  While  some  urban  SCHs  may  have 
unit  costs  as  high  as  those  of  rural  SCHs, 
many  clearly  did  not.  Accordingly,  we 
are  not  adopting  the  commenters’ 
suggestions  to  extend  the  rural 
adjustment  to  urban  SCHs. 

Comment:  Several  commenters 
requested  that  CMS  provide  adequate 
notice  if  the  Agency  plans  to  reassess 
the  7.1  percent  adjustment  in  a  future 
year.  One  commenter  requested  that 
CMS  provide  adequate  notice  and  a 
comment  period  prior  to  applying  a  new 
adjustment,  particularly  if  a  decrease  in 
the  adjustment  were  to  be  proposed. 
Another  commenter  requested  that  CMS 
provide  notice  at  least  12  months  prior 
to  implementing  a  change  in  the 
adjustment,  to  allow  hospitals  time  to 
adjust  their  annual  budget,  of  which 
expected  payment  is  a  key  component. 

Response:  As  noted  earlier,  we  intend 
to  reassess  the  7.1  percent  adjustment  in 
the  near  future  by  examining  differences 
between  urban  and  rured  hospitals’  costs 
using  updated  claims,  cost,  and 
provider  information.  According  to  our 
usual  practice,  we  would  perform  the 
initial  analysis  on  the  most  complete 
claims  data  available  at  the  time  the 
proposed  rule  is  published.  We  would 
propose  a  new  adjustment  for  rural 
hospitals  or  some  class  of  rural 
hospitals,  if  appropriate,  with  an 
expected  implementation  date  of 
January  1  of  the  next  calendar  year, 
because  the  annual  proposed  rule  is  the 
means  we  use  to  propose  OPPS  updates 
and  changes  in  policies  for  the 
upcoming  calendar  year.  Upon  review 
of  the  public  comments  that  we  would 
expect  to  receive  and  our  analysis  of 
fully  complete  claims  data,  we  would 
finalize  a  payment  adjustment,  if 
appropriate,  effective  January  1  of  the 
next  calendar  year. 

After  consideration  of  the  pubic 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  apply  the  7.1  percent 
payment  adjustment  to  rural  SCHs  for 
all  services  and  procedures  paid  under 
the  OPPS  in  CY  2009,  excluding  drugs, 
biologicals,  services  paid  under  the 
pass-through  payment  policy,  and  items 
paid  at  charges  adjusted  to  cost.  We  are 


revising  the  regulations  at  §  419.43(g)(4) 
to  specify  in  general  terms  that  items 
paid  at  charges  adjusted  to  costs  by 
application  of  a  hospital-spfecific  CCR 
are  excluded  from  the  7.1  percent 
payment  adjustment. 

F.  Hospital  Outpatient  Outlier  Payments 
1.  Background 

Currently,  the  OPPS  pays  outlier 
payments  on  a  service-by-service  basis. 
For  CY  2008,  the  outlier  threshold  is 
met  when  the  cost  of  furnishing  a 
service  or  procedure  by  a  hospital 
exceeds  1.75  times  the  APC  payment 
amount  and  exceeds  the  APC  payment 
rate  plus  a  $1,575  fixed-dollar 
threshold.  We  introduced  a  fixed-dollar 
threshold  in  CY  2005  in  addition  to  the 
traditional  multiple  threshold  in  order 
to  better  target  outliers  to  those  high 
cost  and  complex  procedures  where  a 
very  costly  service  could  present  a 
hospital  with  significant  financial  loss. 

If  a  hospital  meets  both  of  these 
conditions,  the  multiple  threshold  and 
the  fixed-dollar  threshold,  the  outlier 
payment  is  calculated  as  50  percent  of 
the  amount  by  which  the  cost  of 
furnishing  the  service  exceeds  1.75 
times  the  APC  payment  rate.  This 
outlier  payment  has  historically  been 
considered  a  final  payment  by 
longstanding  OPPS  policy. 

It  has  been  our  policy  for  the  past 
several  years  to  report  the  actual  amount 
of  outlier  payments  as  a  percent  of  total 
spending  in  the  claims  being  used  to 
model  the  proposed  OPPS.  An 
accounting  error  for  CYs  2005,  2006, 
and  2007  inflated  CMS’  estimates  of 
OPPS  expenditures,  which  led  us  to 
underestimate  outlier  payment  as  a 
percentage  of  total  OPPS  spending  in 
prior  rules.  Total  OPPS  expenditures 
have  been  revised  downward,  and  we 
have  accordingly  revised  our  outlier 
payment  estimates.  We  further  note  that 
the  CY  2005  outlier  payment  estimate 
included  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68010)  has  not  changed  based  on 
revised  spending  estimates.  However, 
we  previously  stated  that  CY  2006 
outlier  payment  was  equal  to  1.1 
percent  of  OPPS  expenditures  for  CY 

2006  (72  FR  66685),  but  based  on  our 
revised  numbers,  actual  outlier 
payments  are  equal  to  approximately  1.3 
percent  of  CY  2006  OPPS  expenditures. 
In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41462),  we  estimated  total 
outlier  payments  as  a  percent  of  total  CY 

2007  OPPS  payment,  using  available  CY 
2007  claims  and  the  revised  OPPS 
expenditure  estimate,  to  be 
approximately  0.9  percent.  For  CY  2007, 
the  estimated  outlier  payment  was  set  at 
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1.0  percent  of  the  total  aggregated  OPPS 
payments.  Having  all  CY  2007  claims, 
we  continue  to  observe  outlier  payments 
of  0.9  percent  of  the  total  aggregated 
OPPS  payment.  Therefore,  for  CY  2007 
we  paid  approximately  0.1  percent  less 
than  the  CY  2007  outlier  target  of  1.0 
percent  of  the  total  aggregated  OPPS 
payments. 

As  explained  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66685),  we  set  our  projected  target 
for  aggregate  outlier  payments  at  1.0 
percent  of  the  aggregate  total  payments 
under  the  OPPS  for  CY  2008.  The 
outlier  thresholds  were  set  so  that 
estimated  CY  2008  aggregate  outlier 
payments  would  equal  1.0  percent  of 
the  aggregate  total  payments  under  the 
OPPS.  Using  the  same  set  of  CY  2007 
claims  and  CY  2008  payment  rates,  we 
currently  estimate  that  the  outlier 
payments  for  CY  2008  would  be 
approximately  0.73  percent  of  the  total 
CY  2008  OPPS  payments.  The 
difference  between  1.0  percent  and  0.73 
percent  is  reflected  in  the  regulatory 
impact  analysis  in  section  XXIll.B.  of 
this  final  rule  with  comment  period.  We 
note  that  we  provide  estimated  CY  2009 
outlier  payments  for  hospitals  and 
CMHCs  with  claims  included  in  the 
claims  data  that  we  used  to  model 
impacts  in  the  Hospital-Specific 
Impacts — Provider-Specific  Data  file  on 
the  CMS  Web  site  at:  http:// 
www.cnis.hhs.gov/ 
HospitalOutpatientPPS/. 

2.  Proposed  Outlier  Calculation 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41462),  we  proposed  to 
continue  our  policy  of  estimating  outlier 
payments  to  be  1.0  percent  of  the 
estimated  aggregate  total  payments 
under  the  OPPS  for  outlier  payments  in 
CY  2009.  We  proposed  that  a  portion  of 
that  1.0  percent,  specifically  0.07 
percent,  would  be  allocated  to  CMHCs 
for  PHP  outlier  payments.  This  is  the 
amount  of  estimated  outlier  payments 
that  would  result  from  the  proposed 
CMHC  outlier  threshold  of  3.40  times 
the  CY  2009  PHP  APC  paynnent  rates,  as 
a  proportion  of  all  payments  dedicated 
to  outlier  payments.  For  further 
discussion  of  CMHC  outlier  payments, 
we  refer  readers  to  section  X.D.  of  this 
final  rule  with  comment  period. 

To  ensure  that  the  estimated  CY  2009 
aggregate  outlier  payments  would  equal 
1.0  percent  of  estimated  aggregate  total 
payments  under  the  OPPS,  we  proposed 
that  the  hospital  outlier  threshold  be  set 
so  that  outlier  payments  would  be 
triggered  when  the  cost  of  furnishing  a 
service  or  procedure  by  a  hospital 
exceeds  1.75  times  the  APC  payment 
amount  and  exceeds  the  APC  payment 


rate  plus  an  $1,800  fixed-dollar 
threshold  (73  FR  41462).  This  proposed 
threshold  reflected  the  methodology 
discussed  below  in  this  section,  as  well 
as  the  proposed  APC  recalibration  for 
CY  2009. 

We  calculated  the  fixed-dollar 
threshold  for  the  CY  2009  OPPS/ASC 
proposed  rule  using  largely  the  same 
methodology  as  we  did  in  CY  2008.  For 
purposes  of  estimating  outlier  payments 
for  the  CY  2009  OPPS/ASC  proposed 
rule,  we  used  the  CCRs  available  in  the 
April  2008  update  to  the  Outpatient 
Provider  Specific  File  (OPSF).  The 
OPSF  contains  provider  specific  data, 
such  as  the  most  current  CCR,  which  is 
maintained  by  the  Medicare  contractors 
and  used  by  the  OPPS  PRICER  to  pay 
claims.  The  claims  that  we  use  to  model 
each  OPPS  update  lag  by  2  years.  For 
the  CY  2009  OPPS/ASC  proposed  rule, 
we  used  CY  2007  claims  to  mpdel  the 
CY  2009  OPPS.  In  order  to  estimate  the 
CY  2009  hospital  outlier  payments  for 
the  CY  2009  OPPS/ASC  proposed  rule, 
we  inflated  the  charges  on  the  CY  2007 
claims  using  the  same  inflation  factor  of 
1.1204  that  we  used  to  estimate  the  IPPS 
fixed-dollar  outlier  threshold  for  the  FY 
2009  IPPS  proposed  rule.  For  1  year,  the 
inflation  factor  we  used  was  1.0585.  The 
methodology  for  determining  this 
charge  inflation  factor  was  discussed  in 
the  FY  2009  IPPS  proposed  rule  (73  FR 
23710  through  23711)  and  the  FY  2009 
IPPS  final  rule  (73  FR  48763).  As  we 
stated  in  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65845),  we 
believe  that  the  use  of  this  charge 
inflation  factor  is  appropriate  for  the 
OPPS  because,  with  the  exception  of  the 
routine  service  cost  centers,  hospitals 
use  the  same  cost  centers  to  capture 
costs  and  charges  across  inpatient  and 
outpatient  services. 

As  noted  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68011),  we  are  concerned  that  we  may 
systematically  overestimate  the  OPPS 
hospital  outlier  threshold  if  we  did  not 
apply  a  CCR  inflation  adjustment  factor. 
Therefore,  we  proposed  to  apply  the 
same  CCR  inflation  adjustment  factor 
that  we  proposed  to  apply  for  the  FY 
2009  IPPS  outlier  calculation  to  the 
CCRs  used  to  simulate  the  CY  2009 
OPPS  outlier  payments  that  determined 
the  fixed-dollar  threshold.  Specifically, 
for  CY  2009,  we  proposed  to  apply  an 
adjustment  of  0.9920  to  the  CCRs  that 
were  in  the  April  2008  OPSF  to  trend 
them  forward  from  CY  2008  to  CY  2009. 
The  methodology  for  calculating  this 
adjustment  is  discussed  in  the  FY  2009 
IPPS  proposed  rule  (73  FR  23710 
through  23711)  and  the  FY  2009  IPPS 
final  rule  (73  FR  48763). 


Therefore,  to  model  hospital  outliers 
for  the  CY  2009  OPPS/ASC  proposed 
rule,  we  applied  the  overall  CCRs  ft-om 
the  April  2008  OPSF  file  after 
adjustment  (using  the  proposed  CCR 
inflation  adjustment  factor  of  0.9920  to 
approximate  CY  2009  CCRs)  to  charges 
on  CY  2007  claims  that  were  adjusted 
(using  the  proposed  charge  inflation 
factor  of  1.1204  to  approximate  CY  2009 
charges).  We  simulated  aggregated  CY 
2009  hospital  outlier  payments  using 
these  costs  for  several  different  fixed- 
dollar  thresholds,  holding  the  1.75 
multiple  constant  and  assuming  that 
outlier  payment  would  continue  to  be 
made  at  50  percent  of  the  amount  by 
which  the  cost  of  furnishing  the  service 
would  exceed  1.75  times  the  APC 
payment  amount,  until  the  total  outlier 
payments  equaled  1.0  percent  of 
aggregated  estimated  total  CY  2009 
OPPS  payments.  We  estimated  that  a 
proposed  fixed-dollar  threshold  of 
$1,800,  combined  with  the  proposed 
multiple  threshold  of  1.75  times  the 
APC  payment  rate,  would  allocate  1.0 
percent  of  aggregated  total  OPPS 
payments  to  outlier  payments.  We 
proposed  to  continue  to  make  an  outlier 
payment  that  equals  50  percent  of  the 
amount  by  which  the  cost  of  furnishing 
the  service  exceeds  1.75  times  the  APC 
payment  amount  when  both  the  1.75 
multiple  threshold  and  the  fixed-dollar 
$1,800  threshold  are  met.  For  CMHCs,  if 
a  CMHC’s  cost  for  partial  hospitalization 
exceeds  3.40  times  the  payment  rate  for 
APC  0172  (Level  I  Partial 
Hospitalization  (3  services))  or  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)),  the  outlier  payment 
would  be  calculated  as  50  percent  of  the 
amount  by  which  the  cost  exceeds  3.40 
times  the  APC  payment  rate. 

New  section  1833(t)(17)(A)  of  the  Act, 
which  applies  to  hospitals  as  defined 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
under  1833(t)(17)(B)  of  the  Act,  incur  a 
2.0  percentage  point  reduction  to  their 
OPD  fee  schedule  increase  factor,  that 
is,  the  annual  payment  update  factor. 
The  application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  performed 
by  hospitals  that  are  required  to  report 
outpatient  quality  data  and  that  fail  to 
meet  the  HOP  QDRP  requirements.  For 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements,  we  proposed  that 
the  hospitals’  costs  would  be  compared 
to  the  reduced  payments  for  purposes  of 
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outlier  eligibility  and  payment 
calculation  (73  FR  41462  through 
41463).  We  believe  no  changes  in  the 
regulation  text  would  be  necessary  to 
implement  this  policy  because  using  the 
reduced  payment  for  these  outlier 
eligibility  and  payment  calculations  is 
contemplated  in  the  current  regulations 
at  §  419.43(d).  This  proposal  conformed 
to  current  practice  under  the  IPPS  in 
this  regard.  Specifically,  under  the  IPPS, 
for  purposes  of  determining  the 
hospital’s  eligibility  for  outlier 
payments,  the  hospital’s  estimated 
operating  costs  for  a  discharge  are 
compared  to  the  outlier  cost  threshold 
based  on  the  hospital’s  actual  DRG 
payment  for  the  case.  For  more 
information  on  the  HOP  QDRP,  we  refer 
readers  to  section  XVI.  of  this  final  rule 
with  comment  period. 

Comment:  Several  commenters 
supported  the  increase  in  the  fixed- 
dollar  threshold  for  CY  2009  in  order  to 
maintain  the  target  outlier  spending 
percentage  of  1  percent  of  estimated 
total  OPPS  payments.  Other 
commenters  believed  that  the  proposed 
outlier  fixed-dollar  threshold  was 
inappropriate  and  should  be  reduced 
because  CMS  has  not  spent  all  the  funds 
set  aside  for  outlier  payments  in  prior 
years.  One  commenter  suggested  that 
because  the  outlier  pool  has  been  greater 
than  the  need  in  prior  years,  CMS 
should  either  reduce  the  set-aside 
amount  and  retain  those  dollars  in  the 
OPPS  ratesetting  structure  or  lower  the 
fixed-dollar  threshold  so  that  there  is  a 
zero-balance  at  the  end  of  the  year. 

Another  commenter  suggested  that 
outlier  payments  potentially  be 
discontinued  because  certain 
organizations  had  not  received  outlier 
payments  for  some  years.  Several 
commenters  did  not  support  the 
proposed  increase  in  the  outlier 
threshold  because  they  believed  that 
consistent  increases  in  the  level  of  the 
outlier  threshold  reduced  their 
hospitals’  ability  to  capture  additional 
reimbursement  for  high  cost  cases  and 
put  downward  pressure  on  their 
hospitals’  Medicare  revenues. 

A  few  commenters  suggested  that  the 
fixed-dollar  threshold  remain  at  the  CY 

2008  level  of  $1,575.  Some  commenters 
recommended  that  the  threshold  be 
proportionally  reduced  based  on  the 
percentage  difference  between  target 
and  actual  outlier  spending.  One 
commenter  suggested  that  because  CMS 
modeled  only  0.8  percent  of  total 
payments  made  in  outlier  payments  for 
CY  2008  in  the  impact  table  for  the  CY 

2009  OPPS/ASC  proposed  rule  (73  FR 
41559),  CMS  should  proportionally 
lower  the  proposed  threshold  to  $1,440. 
Another  commenter  believed  that  the 


outlier  pool  should  be  increased  to  2 
percent  of  total  OPPS  payments,  with 
corresponding  thresholds  of  1.5  times 
the  APC  payment  amount  and  $1,175 
based  on  their  analysis  on  their 
hospital’s  costs  and  payments.  Some 
commenters  asked  CMS  to  increase  the 
OPPS  outlier  payment  percentage  ft-om 
50  percent  to  80  percent  to  mirror 
inpatient  outlier  payments.  One 
commenter  requested  that  CMS  increase 
outlier  reimbursement  to  help  teaching 
hospitals  that  provide  complex 
outpatient  services  and  incur  significant 
costs.  Another  commenter  suggested 
that  the  additional  packaging  by  CMS 
would  result  in  reduced  outlier 
payments. 

Response:  In  CY  2009,  we  proposed 
that  outlier  payments  would  be  1.0 
percent  of  total  estimated  OPPS 
payments  for  outlier  payments.  In 
general,  outlier  payments  are  intended 
to  ensure  beneficiary  access  to  services 
by  having  the  Medicare  program  share 
in  the  financial  loss  incurred  by  a 
provider  associated  with  individual, 
extraordinarily  expensive  cases. 

Because  the  OPPS  makes  separate 
payment  for  many  individual  services, 
there  is  less  financial  risk  associated 
with  the  OPPS  payment  than,  for 
example,  with  the  DRG  payment  under 
the  IPPS.  Although  some  commenters 
suggested  an  increase  to  2.0  percent  of 
total  estimated  payment,  we  continue  to 
believe  that  an  outlier  target  payment 
percentage  of  1.0  is  appropriate  because 
the  OPPS  largely  pays  hospitals  a 
separate  payment  for  most  major 
services,  which  mitigates  significant 
financial  risk  for  most  encounters,  even 
complex  ones.  We  acknowledge  that 
teaching  hospitals  provide  complex 
outpatient  services  and  incur  costs,  but 
they  also  receive  separate  OPPS 
payment  for  most  major  services 
provided  in  a  single  encounter.  Further, 
in  a  budget  neutral  system,  increasing 
the  percent  of  total  estimated  payments 
dedicated  to  outlier  payments  would 
reduce  individual  APC  prospective 
payments. 

Although  the  OPPS  makes  separate 
payment  for  most  major  services,  we 
continue  to  believe  that  outlier 
payments  are  an  integral  component  of 
the  OPPS  and  that  the  small  amount  of 
OPPS  payments  targeted  to  outliers 
serve  to  mitigate  the  financial  risk 
associated  with  extremely  costly  and 
complex  services.  In  allocating  only  1.0 
percent  of  total  estimated  payments  for 
outlier  payments,  the  OPPS  does  not 
pay  as  much  in  total  outlier  payments 
as  certain  other  payment  systems. 
Instead,  the  OPPS  concentrates  a  small 
amount  of  funds  on  extreme  cases.  For 
this  reason,  it  is  not  unanticipated  that 


some  hospitals  would  not  receive  any 
OPPS  outlier  payments  in  any  given 
yem. 

We  believe  that  the  estimated  total  CY 
2009  outlier  payments  will  meet  the 
target  of  1.0  percent  of  total  estimated 
OPPS  payments.  Historically,  OPPS 
outlier  payments  have  exceeded  the 
percentage  of  total  estimated  OPPS 
payments  dedicated  to  outlier 
payments.  Only  for  CY  2007  was  actual 
outlier  spending  less  than  the  target 
percentage  of  aggregate  OPPS  payments 
in  that  year,  and  only  by  0.1  percent.  We 
note  that  we  estimated  a  larger 
difference  between  modeled  outlier 
payment  as  a  percentage  of  spending  for 
CY  2007  and  die  CY  2007  1.0  percent 
outlay  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period.  Further,  the 
CY  2007  fixed-dollar  threshold  was 
higher,  $1,825,  than  the  CY  2008 
threshold  of  $1,575,  potentially 
increasing  the  likelihood  that  outlier 
payments  would  meet  the  target 
estimated  spending  percentage  for  CY 

2008.  Therefore,  we  are  not  convinced 
that  we  will  not  meet  the  estimated  1.0 
percent  outlay  in  outlier  payments  in 
CY  2008. 

As  discussed  above  in  this  section,  we 
modeled  the  proposed  fixed  dollar 
threshold  of  $1,800  incorporating  all 
proposed  CY  2009  OPPS  payment 
policies  using  CY  2007  claims,  our  best 
available  charge  and  cost  inflation 
assumptions,  and  CY  2008  CCRs. 
Because  our  estimates  account  for 
anticipated  inflation  in  both  charges  and 
costs,  we  generally  expect  our  threshold 
to  increase  each  year.  We  would  not 
retain  the  threshold  at  $1,575  because 
we  believe  this  threshold  would  lead  us 
to  pay  more  than  1.0  percent  of  total 
estimated  OPPS  payment  in  outlier 
payments  for  CY  2009.  The  proposed 
fixed-dollar  threshold  also  reflected  any 
proposed  changes  in  packaging  for  CY 

2009.  Because  packaging  also  is 
considered  in  the  cost  estimation 
portion  of  the  outlier  eligibility  and 
payment  calculations,  any  proposed 
increase  in  packaging  policy  would  not 
automatically  lead  to  less  outlier 
payments  as  one  commenter  suggested. 
This  is  because  the  costs  of  packaged 
items  are  distributed  among  the  items 
and  services  eligible  for  outliers, 
increasing  the  likelihood  that  those 
eligible  items  and  services  would 
receive  outlier  payments. 

We  believe  that  our  proposed 
methodology  uses  the  best  information 
we  have  at  this  time  to  yield  the  most 
accurate  prospective  fixed-dollar  outlier 
threshold  for  the  CY  2009  OPfS.  The 
hospital  multiple  and  fixed-dollar 
outlier  thresholds  are  important  parts  of 
a  prospective  payment  system  and 
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should  be  based  on  projected  payments 
using  the  latest  available  historical  data, 
without  adjustments  for  prior  year 
actual  expenditures.  We  do  not  adjust 
the  prospective  threshold  for  prior  year 
differences  in  actual  expenditure  of 
outlier  payments. 

We  do  not  believe  it  would  be 
appropriate  to  increase  the  payment 
percentage  to  80  percent  of  the 
difference  between  the  APC  payment 
and  Ihe  cost  of  the  services  in  order  to 
align  it  with  the  IPPS  outlier  policy.  In 
a  budget  neutral  system  with  a  specified 
amount  dedicated  to  outlier  payments, 
the  payment  percentage  and  fixed-dollar 
threshold  are  related.  Raising  the 
payment  percentage  would  require  us  to 
significantly  increase  the  fixed-dollar 
threshold  to  ensure  that  the  estimated 
CY  2009  OPPS  payments  would  not 
exceed  the  amount  dedicated  to  outlier 
payments.  The  payment  percentage  also 
reflects  the  general  level  of  financial 
risk.  The  50  percent  payment  percentage 
under  the  OPPS  corresponds  to  the 
lower  financial  risk  presented  by  the 
OPPS  cases  compared  to  the  IPPS, 
which  largely  makes  a  single  payment 
for  a  complete  episode-of-care. 

Comment:  One  comment er  supported 
the  proposal  to  make  brachytherapy 
sources  eligible  for  outlier  payments. 

Response:  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41502),  we 
proposed  prospective  payment  based  on 
median  costs  for  brachytherapy  sources 
and  proposed  to  assign  brachytherapy 
sources  to  status  indicator  “U.” 
Subsequent  to  the  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule. 

Congress  enacted  Public  Law  110-275, 
which  further  extended  the  payment 
period  for  brachytherapy  sources  based 
on  a  hospital’s  charges  adjusted  to  cost 
through  CY  2009.  In  receiving  payment 
at  charges  adjusted  to  cost,  the  outlier 
policy  would  no  longer  apply  to 
brachytherapy  sources  because  outlier 
eligibility  and  payment  are  calculated 
based  on  the  difference  between  APC 
payment  and  estimated  cost.  Outlier 
payments  are  designed  to  buffer  losses 
when  hospital  costs  greatly  exceed 
prospective  payments.  When  section 
142  of  Public  Law  110-275  once  again 
continued  payment  for  brachytherapy 
sources  at  charges  adjusted  to  cost  for 
CY  2009,  we  revisited  §419.43(0  of  our 
regulations.  Under  §419.43(0  of  the 
regulations,  we  exclude  certain  items 
and  services  from  qualification  for 
outlier  payments.  We  note  that  our 
longstanding  policy  has  been  that  an 
item  or  service  paid  at  charges  adjusted 
to  cost  by  a  hospital-specific  CCR  is 
ineligible  for  outlier  payments.  This 
amendment  does  not  alter  our 
longstanding  and  consistent  policy 


regarding  the  exclusion  of  drugs  and 
biologicals  that  are  assigned  to  separate 
APCs  and  items  that  are  paid  at  charges 
adjusted  to  cost  by  application  of  a 
hospital-specific  CCR.  An  item  or 
service  paid  at  charges  adjusted  to  cost 
does  not  qualify  for  an  outlier  payment 
because  the  outlier  eligibility 
calculation  is  based  on  the  difference 
between  APC  payment  and  cost,  where 
cost  is  estimated  at  charges  adjusted  to 
cost.  When  the  APC  payment  for  items 
is  made  at  charges  adjusted  to  cost, 
there  is  no  difference  between  the  APC 
payment  and  estimated  cost  and  thus  no 
outlier  payment  can  be  triggered.  We 
believed  it  was  administratively  simpler 
to  amend  §  419.43(f)  to  exclude  in  a 
general  manner  items  or  services  paid  at 
charges  adjusted  to  cost  by  application 
of  a  hospital-specific  CCR  from 
eligibility  for  an  outlier  payment, 
consistent  with  our  historical  policy, 
rather  than  amending  the  regulations  to 
specifically  cite  each  item  or  service 
that  is  excluded  from  an  outlier 
payment  because  it  is  paid  at  charges 
adjusted  to  costs,  currently 
brachytherapy  sources  and  pass-through 
devices.  Consequently,  we  are  making  a 
conforming  technical  amendment  to 
§  419.43(f)  to  specify  that  items  and 
services  paid  at  charges  adjusted  to  cost 
by  application  of  a  hospital-specific 
CCR  are  excluded  from  qualification  for 
the  payment  adjustment  under 
paragraph  (d)(1)  of  this  section  [419.43]. 

In  addition,  we  note  that  the 
estimated  cost  of  pass-through  devices 
will  continue  to  be  used  in  outlier 
payment  and  eligibility  calculations  as 
specified  in  §419.43(d)(l)(i)(B). 
Specifically,  this  regulation  text  codifies 
the  statutory  provision  of 
1833(t)(5)(A)(i)(II)  of  the  Act  which 
requires  that  estimated  payment  for 
transitional  pass-through  devices  be 
added  to  the  APC  payment  amount  for 
the  associated  procedure  when 
determining  outlier  eligibility  for  the 
associated  surgical  procedure.  However, 
we  are  making  a  technical  correction  to 
§419.43(d)(l)(i)(B)  to  appropriately 
reference  §419.66.  While 
§419.43(d)(l)(i)(B)  discusses  the  use  of 
the  pass-through  payment  in 
determining  outlier  eligibility,  it 
currently  incorrectly  references 
paragraph  (e)  which  discusses  budget 
neutrality,  instead  of  §419.66  which 
sets  for  the  specific  rules  on  pass¬ 
through  payments  for  devices.  Thus,  we 
are  deleting  the  reference  to  the  phrase 
“paragraph  (e)  of  this  section”  and  in  its 
place  substituting  the  correct  cite 
“§419.66.”  Pass-through  devices  are 
paid  at  charges  adjusted  to  cost,  and 


thus  are  not  eligible  to  receive  outlier 
payments  on  their  own. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  for  the  outlier 
calculation,  without  modification,  as 
outlined  below. 

3.  Final  Outlier  Calculation 

For  CY  2009,  we  are  applying  the 
overall  CCRs  from  the  July  2008  OPSF 
file  with  a  CCR  adjustment  factor  of 
0.9920  to  approximate  CY  2009  CCRs  to 
charges  on  the  final  CY  2007  claims  that 
were  adjusted  to  approximate  CY  2009 
charges  (using  the  final  charge  inflation 
factor  of  1.1204).  These  are  the  same 
CCR  adjustment  and  charge  inflation 
factors  that  we  used  to  set  the  IPPS 
fixed-dollar  threshold  for  FY  2009  (73 
FR  48763).  We  simulated  the  estimated 
aggregate  CY  2009  outlier  payments 
using  these  costs  for  several  different 
fixed-dollar  thresholds,  holding  the  1.75 
multiple  constant  and  assuming  that 
outlier  payment  would  continue  to  be 
made  at  50  percent  of  the  amount  by 
which  the  cost  of  furnishing  the  service 
would  exceed  1.75  times  the  APC 
payment  amount,  until  the  estimated 
total  outlier  payments  equaled  1.0 
percent  of  aggregated  estimated  total  CY 
2009  payments.  We  estimate  that  a 
fixed-dollar  threshold  of  $1,800, 
combined  with  the  multiple  threshold 
of  1.75  times  the  APC  payment  rate,  will 
allocate  1.0  percent  of  estimated 
aggregated  total  CY  2009  OPPS 
payments  to  outlier  payments. 

In  summary,  for  CY  2009  we  will 
continue  to  make  an  outlier  payment 
that  equals  50  percent  of  the  amount  by 
which  the  cost  of  furnishing  the  service 
exceeds  1.75  times  the  APC  payment 
amount  when  both  the  1.75  multiple 
threshold  and  the  fixed-dollar  $1,800 
threshold  are  met.  For  CMHCs,  if  a 
CMHC  provider’s  cost  for  partial 
hospitalization  exceeds  3.40  times  the 
APC  payment  rate,  the  outlier  payment 
is  calculated  as  50  percent  of  the 
amount  by  which  the  cost  exceeds  3.40 
times  the  APC  payment  rate.  We 
estimate  that  this  threshold  will  allocate 
0.12  percent  of  outlier  payments  to 
CMHCs  for  PHP  outlier  payments. 

4.  Outlier  Reconciliation 

As  provided  in  section  1833(t)(5)  of 
the  Act,  and  described  in  the  CY  2001 
OPPS  final  rule  with  comment  period 
(65  FR  18498),  we  initiated  the  use  of 
a  provider-specific  overall  CCR  to 
estimate  a  hospital’s  or  CMHC’s  costs 
from  billed  charges  on  a  claim  to 
determine  whether  a  service’s  cost  vvas 
significantly  higher  than  the  APC 
payment  to  qualify  for  outlier  payment. 
Currently,  these  facility-specific  overall 
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CCRs  are  determined  using  the  most 
recent  settled  or  tentatively  settled  cost 
report  for  each  facility.  At  the  end  of  the 
cost  reporting  period,  the  hospital  or 
CMHC  submits  a  cost  report  to  its 
Medicare  contractor,  who  then 
calculates  the  overall  CCR  that  is  used 
to  determine  prospective  outlier 
payments  for  the  facility.  We  believe  the 
intent  of  the  statute  is  that  outlier 
payments  would  be  made  only  in 
situations  where  the  cost  of  a  service 
provided  is  extraordinarily  high.  For 
example,  under  our  existing  outlier 
methodology,  a  hospital’s  billed  current 
charges  may  be  significantly  higher  than 
the  charges  included  in  the  hospital’s 
overall  CCR  that  is  used  to  calculate 
outlier  payments,  while  the  hospital’s 
costs  are  more  similar  to  the  costs 
included  in  the  overall  CCR.  In  this 
case,  the  hospital’s  overall  CCR  used  to 
calculate  outlier  payments  is  not 
representative  of  the  hospital’s  current 
charge  structure.  The  overall  CCR 
applied  to  the  hospital’s  billed  charges 
would  estimate  an  inappropriately  high 
cost  for  the  service,  resulting  in 
inappropriately  high  outlier  payments. 
This  is  contrary  to  the  goal  of  outlier 
payments,  which  are  intended  to  reduce 
the  hospital’s  financial  risk  associated 
with  services  that  have  especially  high 
costs.  The  reverse  could  be  true  as  well, 
if  a  hospital  significantly  lowered  its 
current  billed  charges  in  relationship  to 
its  costs,  which  would  result  in 
inappropriately  low  outlier  payments. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41463),  for  CY  2009,  we 
proposed  to  address  vulnerabilities  in 
the  OPPS  outlier  payment  system  that 
lead  to  differences  between  billed 
charges  and  charges  included  in  the 
overall  CCR  used  to  estimate  cost.  Our 
proposal  would  apply  to  all  hospitals 
and  CMHCs  paid  under  the  OPPS.  The 
main  vulnerability  in  the  OPPS  outlier 
payment  system  is  the  time  lag  between 
the  CCRs  that  are  based  on  the  latest 
settled  cost  report  and  current  charges 
that  creates  the  potential  for  hospitals 
and  CMHCs  to  set  their  own  charges  to 
exploit  the  delay  in  calculating  new 
CCRs.  A  facility  can  increase  its  outlier 
payments  during  this  time  lag  by 
increasing  its  charges  significantly  in 
relation  to  its  cost  increases.  The  time 
lag  may  lead  to  inappropriately  high 
CCRs  relative  to  billed  charges  that 
overestimate  cost,  and  as  a  result, 
greater  outlier  payments.  Therefore,  we 
proposed  to  take  steps  to  ensure  that 
outlier  payments  appropriately  account 
for  financial  risk  when  providing  an 
extraordinarily  costly  and  complex 
service,  while  only  being  made  for 


services  that  legitimately  qualify  for  the 
additional  payment. 

We  believe  that  some  CMHCs  may 
have  historically  increased  and 
decreased  their  charges  in  response  to 
Medicare  outlier  payment  policies.  The 
HHS  Office  of  the  Inspector  General 
(OIG)  has  published  several  reports  that 
found  that  CMHCs  took  advantage  of 
vulnerabilities  in  the  outpatient  outlier 
payment  methodology  by  increasing 
their  billed  charges  after  their  CCRs 
were  established  to  garner  greater 
outlier  payments  (DHHS  OIG  June  2007, 
A-07-06-0459,  page  2).  We  discuss  the 
OIG’s  most  recent  report  and 
accompanying  recommendations  in 
section  XIV.C.  of  this  final  rule  with 
comment  period.  We  similarly  noted  in 
the  CY  2004  OPPS  final  rule  with 
comment  period  (68  FR  63470)  that 
some  CMHCs  manipulated  their  charges 
in  order  to  inappropriately  receive 
outlier  payments. 

To  address  these  vulnerabilities  in  the 
area  of  the  OPPS  outlier  payment 
methodology,  we  proposed  to  update 
our  regulation's  to  codify  two  existing 
longstanding  OPPS  policies  related  to 
CCRs,  as  discussed  in  further  detail 
below  in  this  section.  In  addition  to 
codifying  two  longstanding  policies 
related  to  CCRs,  we  also  proposed  a  new 
provision  giving  CMS  the  ability  to 
specify  an  alternative  CCR  and  allowing 
hospitals  to  request  a  new  CCR  based  on 
substantial  evidence.  Finally,  we 
proposed  to  incorporate  outlier  policies 
comparable  to  those  that  have  been 
included  in  several  Medicare 
prospective  payment  systems,  in 
particular  the  IPPS  (68  FR  34494). 
Specifically,  we  proposed  to  require 
reconciliation  of  outlier  payments  in 
certain  circumstances.  We  stated  our 
belief  that  these  proposed  changes 
would  address  most  of  the  current 
vulnerabilities  present  in  the  OPPS 
outlier  payment  system. 

First,  we  proposed  to  update  the 
regulations  to  codify  two  existing  outlier 
policies  (73  FR  41463).  These  policies 
are  currently  stated  in  Pub  100-04, 
Chapter  4,  section  10.11.1  of  the 
Internet-Only  Manual,  as  updated  via 
Transmittal  1445,  Change  Request  5946, 
dated  February  8,  2008.  To  be  consistent 
with  our  manual  instructions,  for  CY 
2009,  we  proposed  to  revise  42  CFR 
419.43  to  add  two  new  paragraphs 
(d)(5)(ii)  and  (d)(5)(iii).  Specifically,  we 
proposed  to  add  new  paragraph  (d)(5)(ii) 
to  incorporate  rules  governing  the 
overall  ancillary  CCR  applied  to 
processed  claims  and  new  paragraph 
(d)(5)(iii)  to  incorporate  existing  policy 
governing  when  a  statewide  average 
CCR  may  be  used  instead  of  an  overall 
ancillary  CCR.  We  note  that  use  of  a 


statewide  average  CCR  in  the  specified 
cases  is  to  ensure  that  the  most 
appropriate  CCR  possible  is  used  for 
outlier  payment  calculations.  For 
purposes  of  this  discussion  and  OPPS 
payment  policy  in  general,  we  treat 
“overall  CCR”  and  “overall  ancillary 
CCR”  as  s)monymous  terms  that  refer  to 
the  overall  CCR  that  is  calculated  based 
on  cost  report  data,  which  for  hospitals, 
pertains  to  a  specific  set  of  ancillary  cost 
centers. 

We  proposed  new  §419.43(d)(5)(ii)  to 
specify  use  of  the  hospital’s  or  CMHC’s 
most  recently  updated  overall  CCR  for 
purposes  of  calculating  outlier 
payments.  Our  ability  to  identify  true 
outlier  cases  depends  on  the  accuracy  of 
the  CCRs.  To  the  extent  some  facilities 
may  be  motivated  to  maximize  outlier 
payments  by  taking  advantage  of  the 
time  lag  in  updating  the  CCRs,  the 
payment  system  remains  vulnerable  to 
overpayments  to  individual  hospitals  or 
CMHCs.  This  proposed  provision 
specified  that  the  overall  CCR  applied  at 
the  time  a  claim  is  processed  is  based 
on  either  the  most  recently  settled  or 
tentatively  settled  cost  report, 
whichever  is  from  the  latest  cost 
reporting  period.  We  also  proposed  new 
§419.43(d)(5)(iii)  to  describe  several 
circumstances  in  which  a  Medicare 
contractor  may  substitute  a  statewide 
average  CCR  for  a  hospital’s  or  CMHC’s 
CCR.  In  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR 
68006),  we  finalized  this  policy  but 
inadvertently  did  not  update  our 
regulations.  We  refer  readers  to  section 
II.D.  of  this  final  rule  with  comment 
period  for  a  more  detailed  discussion  of 
statewide  average  CCRs.  In  summary. 
Medicare  contractors  can  use  a 
statewide  CCR  for  new  hospitals  or 
CMHCs  that  have  not  accepted 
assignment  of  the  existing  provider 
agreement  and  who  have  not  yet 
submitted  a  cost  report;  for  hospitals  or 
CMHCs  whose  Medicare  contractor  is 
unable  to  obtain  accurate  data  with 
which  to  calculate  the  overall  ancillary 
CCR;  and  for  facilities  whose  actual  CCR 
is  more  than  3  standard  deviations 
above  the  geometric  mean  of  other 
overall  CCRs.  For  CY  2009,  we  estimate 
this  upper  threshold  to  be  1.3.  While 
this  existing  policy  minimizes  the  use  of  * 
CCRs  that  are  significantly  above  the 
mean  for  cost  estimation,  facilities  with 
CCRs  that  fall  significantly  below  the 
mean  would  continue  to  have  their 
actual  CCRs  utilized,  instead  of  the 
statewide  default  CCR.  We  also 
proposed  to  reevaluate  the  upper 
threshold  and  propose  a  new  upper 
threshold,  if  appropriate,  through 
rulemaking  each  year. 
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These  improvements  would 
somewhat  mitigate,  but  would  not  fully 
eliminate,  a  hospital’s  or  CMHC’s  ability 
to  significantly  increase  its  charges  in 
relation  to  its  cost  increases  each  year, 
thereby  receiving  significant  outlier 
payments  because  of  the  inflated  CCR. 
Therefore,  we  also  proposed  two  new 
policies  to  more  fully  address  the 
vulnerabilities  described  above. 
Specifically,  we  proposed  new 
§419.43(dK5)(i)  that  stated  that  for 
hospital  outpatient  services  performed 
on  or  after  January  1,  2009,  CMS  may 
specify  an  alternative  CCR  or  the  facility 
may  request  an  alternative  CCR  under 
certain  circumstances.  The  alternative 
CCR  in  either  case  may  be  either  higher 
or  lower  than  the  otherwise  applicable 
CCR.  In  addition,  we  proposed  to  allow 
a  facility  to  request  that  its  CCR  be 
prospectively  adjusted  if  the  facility 
presents  substantial  evidence  that  the 
overall  CCR  that  is  currently  used  to 
calculate  outlier  payments  is  inaccurate. 
Such  an  alternative  CCR  may  be 
appropriate  if  a  facility’s  charges  have 
increased  at  an  excessive  rate,  relative  to 
the  rate  of  increase  among  other 
hospitals  or  CMHCs.  CMS  would  have 
the  authority  to  direct  the  Medicare 
contractor  to  calculate  a  CCR  from  the 
cost  report  that  accounts  for  the 
increased  charges.  As  explained  in 
greater  detail  below  in  this  section,  we 
also  proposed  new  §419.43{d)(5)(iv), 
now  (d)(6),  to  allow  Medicare 
contractors  the  administrative  discretion 
to  reconcile  hospital  or  CMHC  cost 
reports  under  certain  circumstances. 

We  also  proposed  to  implement  a 
reconciliation  process  similar  to  that 
implemented  by  the  IPPS  in  FY  2003 
(68  FR  34494).  This  proposed  policy 
would  subject  certain  outlier  payments 
to  reconciliation  when  a  hospital  or 
CMHC  cost  report  is  settled.  While  the 
existing  policies  described  above  in  this 
section  partially  address  the 
vulnerabilities  in  the  OPPS  outlier 
payment  system,  the  proposed 
reconciliation  process  would  more  fully 
ensure  accurate  outlier  payments  for 
those  facilities  whose  CCRs  fluctuate 
significantly,  relative  to  the  CCRs  of 
other  facilities.  We  proposed  that  this 
reconciliation  process  would  only  apply 
*to  those  services  provided  on  or  after 
January  1,  2009  (73  FR  41464).  We 
considered  proposing  that  this 
reconciliation  process  would  become 
effective  beginning  with  services 
provided  during  the  hospital’s  first  cost 
reporting  period  beginning  in  CY  2009 
but  believed  effectuating  this  policy 
based  upon  date  of  service  could  be  less 
burdensome  for  hospitals.  We 
specifically  solicited  public  comment 


related  to  the  effective  date  for  the 
reconciliation  process  that  would  be 
most  administratively  feasible  for 
hospitals  and  CMHCs.  We  noted  this 
reconciliation  process  would  be  done  on 
a  limited  basis  in  order  to  ease  the 
administrative  burden  on  Medicare 
contractors,  as  well  as  to  focus  on  those 
facilities  that  appear  to  have  improperly 
manipulated  their  charges  to  receive 
excessive  outlier  payments.  We 
proposed  to  set  reconciliation 
thresholds  in  the  manual,  reevaluate 
them  annually,  end  modify  them  as 
necessary.  Following  current  IPPS 
outlier  policy,  these  thresholds  would 
include  a  measure  of  acceptable  percent 
change  in  a  hospital’s  or  CMHC’s  CCR 
and  an  amount  of  outlier  payment 
involved.  We  further  proposed  that 
when  the  cost  report  is  settled, 
reconciliation  of  outlier  payments 
would  be  based  on  the  overall  CCR 
calculated  based  on  the  ratio  of  costs 
and  charges  computed  from  the  cost 
report  at  the  time  the  cost  report 
coinciding  with  the  service  dates  is 
settled.  Reconciling  these  outlier 
payments  would  ensure  that  the  outlier 
payments  made  are  appropriate  and  that 
final  outlier  payments  would  reflect  the 
most  accurate  cost  data.  We  did  not 
propose  to  apply  reconciliation  to 
services  and  items  not  otherwise  subject 
to  outlier  payments,  including  items 
and  services  paid  at  charges  adjusted  to 
cost  (73  FR  41464). 

This  reconciliation  process  would 
require  recalculating  outlier  payments 
for  individual  claims.  We  understand 
that  the  aggregate  change  in  a  facility’s 
outlier  payments  cannot  be  determined 
because  changes  in  the  CCR  would 
affect  the  eligibility  and  amount  of 
outlier  payment.  For  example,  if  a  CCR 
declined,  some  services  may  no  longer 
qualify  for  any  outlier  payments  while 
other  services  may  qualify  for  lower 
outlier  payments.  Therefore,  the  only 
way  to  accurately  determine  the  net 
effect  of  a  decrease  in  an  overall  CCR  on 
a  facility’s  total  outlier  payments  is  to 
assess  the  impact  on  a  claim-by-claim 
basis.  At  this  time,  CMS  is  developing 
a  method  for  reexamining  claims  to 
calculate  the  change  in  total  outlier 
payments  for  a  cost  reporting  period 
using  a  revised  CCR. 

Similar  to  the  IPPS,  we  also  proposed 
to  adjust  the  amount  of  final  outlier 
payments  determined  during 
reconciliation  for  the  time  value  of 
money  (73  FR  41464).  A  second 
vulnerability  remaining  after 
reconciliation  is  related  to  the  same 
issue  of  the  ability  of  hospitals  and 
CMHCs  to  manipulate  the  system  by 
significantly  increasing  charges  in  the 
year  the  service  is  performed,  and 


obtaining  excessive  outlier  payments  as 
a  result.  Even  though  under  the 
proposal  the  excess  money  would  be 
refunded  at  the  time  of  reconciliation, 
the  facility  would  have  access  to  excess 
payments  from  the  Medicare  Trust  Fund 
on  a  short-term  basis.  In  cases  of 
underpayment,  the  facility  would  not 
have  had  access  to  appropriate  outlier 
payment  for  that  time  period. 

Accordingly,  we  believed  it  would  be 
necessary  to  adjust  the  amount  of  the 
final  outlier  payment  to  reflect  the  time 
value  of  the  funds  for  that  time  period. 
Therefore,  we  proposed  to  add  section 
§  419.43(d)(6)  to  provide  that  when  the 
cost  report  is  settled,  outlier  payments 
would  be  subject  to  an  adjustment  to 
account  for  the  value  of  the  money  for 
the  time  period  in  which  the  money  was 
inappropriately  held  by  the  hospital  or 
CMHC  (73  FR  41464  through  41465). 
This  would  also  apply  where  outlier 
payments  were  underpaid.  In  those 
cases,  the  adjustment  would  result  in 
additional  payments  to  hospitals  or 
CMHCs.  Any  adjustment  would  be 
made  based  on  a  widely  available  index 
to  be  established  in  advance  by  the 
Secretary,  and  would  be  applied  from 
the  midpoint  of  the  cost  reporting 
period  to  the  date  of  reconciliation  (or 
when  additional  payments  are  issued,  in 
the  case  of  underpayments).  This 
adjustment  to  reflect  the  time  value  of 
a  facility’s  outlier  payments  would 
ensure  that  the  outlier  payment 
finalized  at  the  time  its  cost  report  is 
settled  appropriately  reflected  the 
hospital’s  or  CMHC’s  approximate 
marginal  costs  in  excess  of  the  APC 
payments  for  services,  taking  into 
consideration  the  applicable  outlier 
thresholds. 

Despite  the  fact  that  each  individual 
facility’s  outlier  payments  may  be 
subject  to  adjustment  when  the  cost 
report  is  settled,  we  noted  our 
continued  belief  that  the  hospital 
multiple  and  fixed-dollar  outlier 
thresholds  should  be  based  on  projected 
payments  using  the  latest  available 
historical  data,  without  retroactive 
adjustments,  to  ensure’  that  actual 
outlier  payments  are  equal  to  the  target 
spending  percentage  of  total  anticipated 
hospital  outpatient  spending.  The 
proposed  reconciliation  process  and 
ability  to  change  overall  CCRs  would  be 
intended  only  to  adjust  actual  outlier 
payments  so  that  they  most  closely 
reflected  true  costs  rather  than 
artificially  inflated  costs.  These 
adjustments  would  be  made  irrespective 
of  whether  total  outlier  spending  targets 
were  met  or  not. 

In  the  CY  2009  OPP/ASC  proposed 
rule  (73  FR  41465),  we  did  not  propose 
to  make  any  changes  to  the  method  that 
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we  use  to  calculate  outlier  thresholds 
for  CY  2009.  The  multiple  and  flxed- 
dollar  outlier  thresholds  are  an 
important  aspect  of  the  prospective 
nature  of  the  OPPS  and  key  to  their 
importance  is  their  predictability  and 
stability  for  the  prospective  payment 
year.  The  outlier  payment  policy  is 
designed  to  alleviate  any  financial 
disincentive  hospitals  may  have  to 
providing  any  medically  necessary  care 
their  patients  may  require,  even  to  those 
patients  who  are  very  sick  and  would  be 
likely  more  costly  to  treat.  Preset  and 
publicized  OPPS  outlier  thresholds 
allow  hospitals  and  CMHCs  to 
approximate  their  Medicare  payment  for 
an  individual  patient  while  that  patient 
is  still  in  the  hospital.  Even  though  we 
proposed  to  make  outlier  payments 
susceptible  to  a  reconciliation  based  on 
the  facility’s  actual  OCRs  during  the 
contemporaneous  cost  reporting  period, 
the  facility  should  still  be  in  a  position 
to  make  this  approximation.  Hospitals 
and  CMHCs  have  immediate  access  to 
the  information  needed  to  determine 
what  their  CCR  will  be  for  a  specific 
time  period  when  their  cost  report  is 
settled.  Even  if  the  final  CCR  is  likely  to 
be  different  from  the  ratio  used  initially 
to  process  and  pay  the  claim,  hospitals 
and  CMHCs  not  only  have  the 
information  available  to  estimate  their 
CCRs,  but  they  also  have  the  ability  to 
control  those  CCRs,  through  the 
structure  and  levels  of  their  charges.  If 
we  were  to  make  retroactive 
adjustments  to  hospital  outlier 
payments  to  ensure  that  we  met  total 
OPPS  outlier  spending  targets,  we 
would  undermine  the  critical 
predictability  aspect  of  the  prospective 
nature  of  the  OPPS.  Making  such  an 
across-the-board  adjustment  would  lead 
to  either  more  or  less  outlier  payments 
for  all  hospitals  that  would,  therefore, 
be  unable  to  immediately  approximate 
the  payment  they  would  receive  for 
especially  costly  services  at  the  time 
those  services  were  provided.  We 
continue  to  believe  that  it  would  be 
neither  necessary  nor  appropriate  to 
make  such  an  aggregate  retroactive 
adjustment. 

Comment:  Some  commenters  were 
opposed  to  outlier  reconciliation 
because  they  believed  that  the  concept 
of  reconciliation  is  contrary  to  the 
nature  of  a  prospective  payment  system. 
One  commenter  asserted  that  the 
proposed  reconciliation  process  would 
be  administratively  burdensome  to 
hospitals  due  to  the  volume  of 
outpatient  encounters  and  number  of 
claims  involved.  Another  commenter 
believed  that  hospitals,  which  typically 
increase  charges  at  the  beginning  of 


each  fiscal  year,  should  not  have  to  be 
held  to  a  prior  period  CCR  for 
settlement  purposes.  One  commenter 
suggested  that  the  impact  of  the  outlier 
reconciliation  be  identified,  and  should 
the  impact  grow  too  large,  that  it  be 
included  in  the  development  of  the 
outlier  thresholds.  Another  commenter 
sought  alternatives  to  the  reconciliation 
process  and  suggested  controlling 
outlier  payments  through  the  percentage 
of  payments  set  aside  for  outlier 
payments,  as  well  as  more  timely 
settlement  of  cost  reports  to  avoid  the 
need  for  reconciliation.  Several 
commenters  suggested  waiting  until  the 
newly  revised  cost  reporting  forms  are 
in  place  before  implementing  the  outlier 
reconciliation  proposal  in  order  to 
assess  changes  to  the  CCRs  and 
potentially  use  more  accurate  CCRs  for 
outlier  payment. 

Many  commenters  recommended  that 
the  effective  date  for  implementation  of 
the  outlier  reconciliation  policy  be  the 
first  cost  reporting  period  in  CY  2009. 
Several  commenters  sought  further 
clarification  regarding  the  expected 
outlier  reconciliation  thresholds,  as  well 
as  the  reasoning  behind  their 
development.  Some  commenters 
believed  that  the  OPPS  reconciliation 
policy  should  implement  the  same 
outlier  reconciliation  thresholds  as  the 
IPPS,  or  should  use  them  as  a  guide  in 
developing  OPPS-specific  thresholds.  A 
few  commenters  recommended  that  the 
CCR  fluctuation  threshold  should  be  the 
same  as  in  the  IPPS  because  the  same 
data  from  the  cost  report  would  be  used 
in  both  cases.  Many  commenters 
believed  that  the  outlier  reconciliation 
policy  should  be  applied  on  a  limited 
basis. 

Response:  According  to  commenters, 
the  concept  of  reconciliation  is  contrary 
to  the  idea  of  a  prospective  payment 
system.  We  believe  it  is  contrary  to  the 
concept  of  a  prospective  payment 
system  for  hospitals  to  be  able  to 
increase  outlier  payments  by 
manipulating  their  charges  for  the 
current  year.  We  believe  that 
reconciliation  would  help  address  this 
vulnerability  in  outlier  payment, 
without  affecting  the  overall  prospective 
nature  of  the  OPPS.  Any  action 
regarding  reconciling  the  outlier 
payments  of  an  individual  hospital 
would  not  affect  the  predictability  ofthe 
system  because  we  are  not  proposing  to 
make  any  adjustments  to  the 
prospectively  set  outlier  multiple  and 
fixed-dollar  thresholds  and  payment 
methodology.  We  will  continue  to  use 
the  best  data  available  to  set  the  annual 
OPPS  outlier  thresholds.  Hospitals 
would  continue  to  be  capable  of 
calculating  any  outlier  payments  they 


would  receive,  using  information  that  is 
readily  available  to  them  through  their 
accounting  systems.  While  we  are 
finalizing  the  proposed  outlier 
reconciliation  policy,  as  described 
above,  we  are  not  making  retroactive 
adjustments  to  our  outlier  threshold  to 
meet  a  dedicated  percentage  of  total 
payments  set  aside  for  outlier  payments. 
This  approach  maintains  the 
prospective  nature  of  the  OPPS  outlier 
payment  and  will  enable  hospitals  to 
approximate  their  outlier  payments  and 
potential  eligibility  for  reconciliation. 

In  section  II.A.l.c.  of  this  final  rule 
with  comment  period,  we  indicate  that 
we  are  updating  the  Medicare  hospital 
cost  report  form  and  that  we  plan  to 
publish  this  form  for  public  comment.  It 
is  possible  that  the  new  cost  report  form 
could  lead  to  more  accurate  overall 
CCRs.  Although  some  commenters 
suggested  that  we  postpone  the 
implementation  of  the  outlier 
reconciliation  policy  until  the  revised  . 
cost  report  form  is  available  to  capitalize 
on  this  potential  for  improved  accuracy, 
we  do  not  believe  that  minor 
improvements  in  the  accuracy  of  the 
overall  CCR,  a  gross  measure,  warrant 
delaying  outlier  reconciliation.  In  order 
to  determine  an  effective  date  for  the 
policy  that  would  minimize  the 
administrative  burden  of  the  outlier 
reconciliation  process,  we  specifically 
solicited  pujjlic  comment  regarding  the 
effective  implementation  date  of  this 
policy.  We  have  considered  the 
comments' regarding  the  effective 
implementation  date  of  the  outlier 
reconciliation  process  and  believe  that 
the  first  cost  reporting  period  of  CY 
2009  would  be  the  most  appropriate 
start  date.  Therefore,  we  expect  that  for 
hospital  outpatient  services  furnished 
during  the  cost  reporting  periods 
beginning  on  or  after  January  1,  2009, 
that  if  the  hospital  qualifies  for 
reconciliation,  the  amount  of  outlier 
payments  will  be  recalculated  using  the 
actual  CCR  computed  from  the  relevant 
cost  report 'and  claims  data  for  each 
service  furnished  during  the  cost 
reporting  period  and  that  any  difference 
in  aggregate  outlier  payment,  adjusted 
for  the  time  value  of  money,  will  be 
handled  at  cost  report  settlement. 

While  we  recognize  the  burden 
involved  in  potentially  subjecting 
hospitals  to  an  outlier  reconciliation 
process,  we  believe  that  appropriate 
outlier  reconciliation  thresholds  will 
ensure  that  the  limited  resources  of 
Medicare  contractors  are  focused  upon 
those  hospitals  that  appear  to  have 
disproportionately  benefited  from  the 
time  lag  in  updating  their  CCRs.  We 
intend  to  issue  manual  instructions  in 
the  near  future  to  assist  Medicare 
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contractors  in  implementing  the  outlier 
reconciliation  provision  for  CY  2009.  In 
those  manual  instructions,  we  will  issue 
thresholds  for  Medicare  contractors  to 
use  to  determine  when  a  hospital  or 
CMHC  will  qualify  for  reconciliation  for 
the  first  cost  reporting  period  beginning 
on  or  after  January  1,  2009. 

We  recognize  the  commenters’ 
concerns  regarding  the  reconciliation 
thresholds  that  we  would  set  to  focus  on 
those  hospitals  whose  charging 
structures  fluctuate  significantly.  In 
considering  reconciliation  thresholds 
for  the  OPPS,  we  have  used  the  existing 
IPPS  thresholds  as  a  guide  in  identifying 
hospitals  in  which  outlier  reconciliation 
would  be  appropriate.  For  cost  reports 
beginning  in  CY  2009,  we  are 
considering  instructing  Medicare 
contractors  to  conduct  reconciliation  for 
hospitals  and  CMHCs  whose  actual 
CCRs  at  the  time  of  cost  report 
settlement  are  found  to  be  plus  or  minus 
10  percentage  points  from  the  CCR  used 
during  the  cost  reporting  period  to  make 
outlier  payments,  and  for  hospitals  that 
have  total  OPPS  outlier  payments  that 
exceed  $200,000.  The  change  in  CCR 
threshold  would  be  the  same  threshold 
used  under  the  IPPS.  We  are  still 
considering  whether  to  adopt  an  outlier 
payment  threshold  specifically  for 
CMHCs.  The  hospital  outlier  payment 
threshold  of  $200,000  serves  the  same 
purpose  as  the  IPPS  $500,000  threshold, 
but  is  proportional  to  OPPS  outlier 
payments.  We  estimate  that  the 
$200,000  threshold  would  identify 
roughly  the  same  number  of  hospitals  as 
the  IPPS  threshold  of  $500,000.  We 
believe  that  these  thresholds  would 
appropriately  identify  hospitals 
receiving  outlier  payments  that  are 
substantially  different  from  the  ones 
indicated  by  their  actual  costs  and 
charges,  while  ensuring  limited 
application  of  the  outlier  reconciliation 
policy.  Hospitals  exceeding  these 
thresholds  during  their  applicable  cost 
reporting  periods  would  become  subject 
to  reconciliation  of  their  outlier 
payments.  These  thresholds  would  be 
reevaluated  annually  and,  if  necessary, 
modified  each  year  in  order  to  ensure 
that  reconciliation  is  performed  on  a 
limited  basis  and  focused  on  those 
hospitals  that  appear  to  have 
disproportionately  benefited  from  the 
outlier  payment  vulnerabilities.  As 
under  the  IPPS,  we  also  retain  the 
discretion  to  recommend  other 
hospitals’  cost  reports  for  reconciliation. 

As  under  the  IPPS,  we  did  not 
propose  to  adjust  the  fixed-dollar 
threshold  or  amount  of  total  OPPS 
payment  set  aside  for  outlier  payments 
for  reconciliation  activity.  As  noted 
above  in  this  section,  the  predictability 


of  the  fixed-dollar  threshold  is  an 
important  component  of  a  prospective 
payment  system.  We  would  not  adjust 
the  prospectively  set  threshold  for  the 
amount  of  payment  reconciled  at  cost 
report  settlement.  Our  outlier  threshold 
calculation  assumes  that  CCRs 
acciurately  estimate  hospital  costs  based 
on  information  available  to  us  at  the 
time  we  set  the  prospective  fixed-dollar 
outlier  threshold.  For  these  reasons,  we 
are  not  making  any  assumptions  about 
the  effects  of  reconciliation  on  the 
outlier  threshold  calculation. 

With  regard  to  other  suggested 
alternatives  to  an  outlier  reconciliation 
process,  we  note  that  more  timely  cost 
report  settlement  would  not  address  the 
fundamental  vulnerability  in  using  a 
prior  period  CCR  to  project  cost  in  the 
prospective  payment  year.  While  timely 
cost  report  settlement  is  valuable, 
significant  differences  might  still  exist 
between  the  actual  CCR  and  the  one 
used  to  estimate  cost  in  the  outlier 
payment  calculation.  We  also  clarify 
that  hospitals  would  not  be  held  to  a 
prior  period  CCR  for  settlement.  The 
reconciliation  process  will  ensure  that 
CMS  uses  an  actual  year  CCR  for  cost 
report  settlement  when  outlier 
payments  are  significant  and  may  not 
have  been  accurate. 

Comment:  Some  commenters 
supported  the  proposal  to  substitute 
CCRs  based  on  the  most  recent  cost 
report  or  other  alternate  CCRs  where 
appropriate.  Several  commenters 
recommended  changes  to  the  regulation 
text  that  would  more  specifically 
delineate  the  situations  in  which  CMS 
could  specify  an  alternative  CCR, 
believing  that  the  proposed  regulation 
text  placed  no  limits  on  the 
circumstances  in  which  an  alternative 
CCR  could  be  applied.  Some 
commenters  requested  that  CMS 
automatically  notify  a  provider  if  its 
CCR  is  three  standard  deviations  below 
the  geometric  mean  and  potentially 
replace  those  CCRs  with  a  statewide 
CCR.  They  believed  that  this  would 
protect  the  Medicare  program  against 
CCR  manipulation  and  do  more  to 
correct  both  “underpayments”  and 
“overpayments”  of  outliers  as  they 
occur. 

Response:  Although  we  recognize  the 
commenters’  concern  regarding 
situations  in  which  CMS  could  direct 
Medicare  contractors  to  use  an 
alternative  CCR,  we  believe  we  must 
retain  the  flexibility  to  quickly  respond 
should  we  uncover  excessive 
discrepancies  between  anticipated 
actual  CCRs  and  the  ones  being  used  to 
estimate  costs  for  outlier  payments.  This 
could  entail  observation  of  significant 
increases  in  a  hospital’s  or  CMHC’s 


charges  over  a  short  period  of  time, 
potentially  to  garner  greater  outlier 
payments,  but  also  could  occur  if  a 
hospital  accepted  assignment  in  a 
change  of  ownership  and  needed  CMS 
to  quickly  change  the  CCR  being  used 
for  payment  in  order  to  help  the  new 
owners  avoid  reconciliation.  We  believe 
that  limiting  the  circumstances  in  which 
CMS  could  specify  an  alternative  CCR 
would  limit  our  ability  to  respond 
quickly.  We  do  not  anticipate  using  that 
authority  frequently.  It  likely  would  be 
isolated  to  situations  where  immediate 
action  would  be  necessary. 

Some  commenters  requested  that  a 
statewide  CCR  be  used  as  a  substitute  in 
situations  where  CCRs  fall  three 
standard  deviations  below  the  geometric 
mean,  similar  to  the  policy  for 
excessively  high  CCRs.  We  believe  that 
the  CCR  of  hospitals  who  have  CCRs 
that  fall  below  three  standard  deviations 
below  the  geometric  mean  is  an  accurate 
reflection  of  the  relationship  between 
their  costs  and  charges.  Implementing  a 
statewide  floor  would  provide  an 
incentive  for  hospitals  to  take  advantage 
of  the  policy  by  manipulating  their 
charging  structures  so  that  their 
hospital-specific  CCR  would  be  replaced 
by  a  statewide  CCR.  We  have  previous 
experience  under  the  IPPS  outlier  policy 
with  hospitals  increasing  their  charges 
significantly  in  order  to  lower  their 
CCRs,  resulting  in  assignment  of  the 
statewide  average.  This  manipulation 
would  allow  hospitals  to  reach  a  higher 
estimation  of  cost  than  actually  exists. 
No  similar  incentive  exists  for  hospitals 
to  increase  their  CCRS  to  the  ceiling.  In 
the  FY  2004  IPPS  final  rule  (68  FR 
34500),  we  removed  the  IPPS 
requirement  that  hospitals  with  a  CCR 
below  the  floor  be  assigned  the 
statewide  average  and  we  have  adopted 
the  same  policy  in  manual  in.structions 
for  the  OPPS,  as  noted  above.  For  CY 
2009,  we  estimate  the  upper  threshold 
at  which  we  would  substitute  to  the 
statewide  CCR  for  a  hospital’s  CCR  to  be 
1.3. 

Comment:  One  commenter  supported 
the  time  value  of  money  adjustment 
which  would  be  included  in  situations 
where  outlier  reconciliation  applied. 
Other  commenters  did  not  support  the 
time  value  of  money  adjustment  because 
of  the  recent  experience  under  the  IPPS. 
The  IPPS  is  still  finalizing  the  technical 
methodology  for  conducting  accurate 
reconciliation  and  the  commenters  did 
not  want  to  be  penalized  for  holding 
outlier  overpayments  while  waiting  for 
reconciliation.  One  commenter  argued 
against  the  time  value  of  money 
adjustment  because  the  commenter 
believed  there  was  insufficient 
information  about  how  the  calculation 
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would  be  conducted.  A  commenter 
believed  that  interest  should  only  be 
accrued  if  a  provider  did  not  pay  in  a 
timely  manner  the  amount  due  to 
Medicare  after  being  issued  a  Notice  of 
Program  Reimbursement  at  cost  report 
settlement. 

Response:  The  time  value  of  money 
adjustment  was  proposed  to  address  the 
outlier  payment  vulnerability  that 
would  remain  even  after  a  cost  report 
reconciliation  policy  was  in  place. 
Outlier  payments  are  uniquely 
susceptible  to  manipulation  because 
hospitals  set  their  own  charging 
structure  and  can  change  it  during  a  cost 
reporting  period  without  the  Medicare 
contractor’s  knowledge.  By 
manipulating  its  OCRs,  a  hospital  could 
inappropriately  gain  excess  payments 
from  the  Medicare  Trust  Fund  on  a 
short-term  basis.  We  believe  that  the 
current  IPPS  situation,  where  hospitals 
must  wait  to  reconcile  cost  reports  until 
CMS  can  operationally  refine  the  system 
of  IPPS  outlier  reconciliation,  is  unique 
and  that  adjustment  for  the  time  value 
of  money  makes  sense  for  long-term 
implementation.  Furthermore,  the 
provision  offers  hospitals  the  same 
interest  adjustment  should  CMS  owe 
hospitals  additional  outlier  payments. 
We  specify  the  time  value  of  money 
calculation  in  the  Medicare  Claims 
Processing  Manual,  Pub  100-04, 

Chapter  3,  Section  20.1.2.7.  For  the 
OPPS,  we  intend  to  employ  the  same 
calculation,  and  we  will  use  the  same 
index,  which  is  the  monthly  rate  of 
return  that  the  Medicare  Trust  Fund 
earns. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  with 
modification,  for  an  OPPS  outlier 
reconciliation  policy.  We  are 
implementing  the  outlier  reconciliation 
policy  for  each  hospital  and  CMHC  for 
services  furnished  during  cost  reporting 
periods  beginning  in  CY  2009,  and  we 
are  including  an  adjustment  for  the  time 
value  of  money.  We  have  modified 
§419.43(dK6)  to  reflect  this  change  to 
the  effective  date.  We  also  reorganized 
the  provisions  of  §  419.43(d)(5)  and 
§  419.43(d)(6)  to  better  separate  the 
concept  of  CCRs  and  outlier 
reconciliation  processes.  In  reviewing 
our  proposed  regulation  text  for  outlier 
reconciliation,  we  noted  that  use  of 
“Reconciliation”  was  not  the 
appropriate  title  for  §  419.43(d)(5), 
which  included  both  CCRs  and  the 
reconciliation  process  itself.  We  have 
modified  our  regulation  text  to 
separately  identify  the  concepts  of  CCRs 
and  reconciliation  and  have  labeled 
§  419.43(d)(5)  as  “Cost-to-Charge  Ratios 
for  Calculating  Charges  Adjusted  to 


Cost”  and  §  419.43(d)(6)  as 
“Reconciliation.” 

G.  Calculation  of  an  Adjusted  Medicare 
Payment  From  the  National  Unadjusted 
Medicare  Payment 

The  basic  methodology  for 
determining  prospective  payment  rates 
for  HOPD  services  under  the  OPPS  is  set 
forth  in  existing  regulations  at 
§§419.31,  419.32,  419.43  and  419.44. 
The  payment  rate  for  most  services  and 
procedures  for  which  payment  is  made 
under  the  OPPS  is  the  product  of  the 
conversion  factor  calculated  in 
accordance  with  section  II. B.  of  this 
final  rule  with  comment  period  and  the 
relative  weight  determined  under 
section  II.  A.  of  this  final  rule  with 
comment  period.  Therefore,  the  national 
unadjusted  payment  rate  for  most  APCs 
contained  in  Addendum  A  to  this  final 
rule  with  comment  period  and  for  most 
HCPCS  codes  to  which  separate 
payment  under  the  OPPS  has  been 
assigned  in  Addendum  B  to  this  final 
rule  with  comment  period  was 
calculated  by  multiplying  the  final  CY 
2009  scaled  weight  for  the  APC  by  the 
final  CY  2009  conversion  factor.  We 
note  that  section  1833(t)(17)(A)  of  the 
Act,  which  applies  to  hospitals  as 
defined  under  section  1886(d)(1)(B)  of 
the  Act,  requires  that  hospitals  that  fail 
to  report  data  required  for  the  quality 
measures  selected  by  the  Secretary,  in 
the  form  and  nrianner  required  by  the 
Secretary  under  1833(t)(17)(B)  of  the 
Act,  incur  a  2.0  percentage  point 
reduction  to  their  OPD  fee  schedule 
increase  factor,  that  is,  the  annual 
payment  update  factor.  The  application 
of  a  reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  will 
apply  to  certain  outpatient  items  and 
services  provided  by  hospitals  that  are 
required  to  report  outpatient  quality 
data  and  that  fail  to  meet  the  Hospital 
Outpatient  Quality  Data  Reporting 
Program  (HOP  QDRP)  requirements.  For 
further  discussion  of  the  payment 
reduction  for  hospitals  that  fail  to  meet 
the  requirements  of  the  HOP  QDRP,  we 
refer  readers  to  section  XVI. D.  of  this 
final  rule^with  comment  period. 

We  demonstrate  in  the  steps  below 
how  to  determine  the  APC  payment  that 
will  be  made  in  a  calendar  year  under 
the  OPPS  to  a  hospital  that  fulfills  the 
HOP  QDRP  requirements  and  to  a 
hospital  that  fails  to  meet  the  HOP 
QDRP  requirements  for  a  service  that 
has  any  of  the  following  status  indicator 
assignments;  “P,”  “Ql,”  “Q2,”  “Q3,” 
“R,”  “S,”  “T,”  “V,”  or  “X”  (as  defined 
in  Addendum  Dl  to  this  final  rule  with 
comment  period),  in  a  circumstance  in 
which  the  multiple  procedure  discount 


does  not  apply  and  the  procedure  is  not 
bilateral.  We  note  that,  as  discussed  in 
section  VII. B.  of  this  final  rule  with 
comment  period,  brachy therapy 
sources,  to  which  we  proposed 
assigning  status  indicator  “U”  for  CY 
2009,  are  required  by  section  142  of 
Public  Law  110-275  to  be  paid  on  the 
basis  of  a  hospital’s  charges  adjusted  to 
cost.  Therefore,  these  items  are  not 
subject  to  the  annual  OPPS  payment 
update  factor  and,  therefore,  will  not  be 
subject  to  the  CY  2009  payment 
reduction  for  a  hospital’s  failure  to  meet 
the  HOP  QDRP  requirements. 

Individual  providers  interested  in 
calculating  the  payment  amount  that 
they  specifically  will  receive  for  a 
specific  service  from  the  national 
unadjusted  payment  rates  presented  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period  should  follow  the 
formulas  presented  in  the  following 
steps.  For  purposes  of  the  payment 
calculations  below,  we  refer  to  the 
national  unadjusted  payment  rate  for 
hospitals  that  meet  the  requirements  of 
the  HOP  QDRP  as  the  “full”  national 
unadjusted  payment  rate.  We  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  as  the 
“reduced”  national  unadjusted  payment 
rate.  The  “reduced”  national  unadjusted 
payment  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.981 
times  the  “full”  national  unadjusted 
payment  rate.  The  national  unadjusted 
payment  rate  used  in  the  calculations 
below  is  either  the  “full”  national 
unadjusted  payment  rate  or  the 
“reduced”  national  unadjusted  payment 
rate,  depending  on  whether  the  hospital 
met  its  HOP  QDRP  requirements  in 
order  to  receive  the  full  CY  2009  OPPS 
increase  factor. 

Step  1.  Calculate  60  percent  (the 
labor-related  portion)  of  the  national 
unadjusted  payment  rate.  Since  the 
initial  implementation  of  the  OPPS,  we 
have  used  60  percent  to  represent  our 
estimate  of  that  portion  of  costs 
attributable,  on  average,  to  labor.  We 
refer  readers  to  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18496  through  18497)  for  a  detailed 
discussion  of  how  we  derived  this 
percentage.  We  confirmed  that  this 
labor-related  share  for  hospital 
outpatient  services  is  still  appropriate 
during  our  regression  analysis  for  the 
payment  adjustment  for  rural  hospitals 
in  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68553). 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  identifies 
the  labor-related  portion  of  a  specific 
payment  rate  for  the  specific  service. 
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X — Labor-related  portion  of  the  national 
unadjusted  pa5Tnent  rate 
X  =  .60  *  (national  unadjusted  payment 
rate) 

Step  2.  Determine  the  wage  index  area 
in  which  the  hospital  is  located  and 
identify  the  wage  index  level  that 
applies  to  the  specific  hospital.  The 
wage  index  values  assigned  to  each  area 
reflect  the  new  geographic  statistical 
areas  as  a  result  of  revised  OMB 
stcmdards  (urban  and  rural)  to  which 
hospitals  are  assigned  for  FY  2009 
under  the  IPPS,  reclassifications 
through  the  MGCRB,  section 
1886(d)(8)(B)  “Lugar”  hospitals,  and 
section  401  of  Public  Law  108-173.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41466),  we  noted  that  the 
reclassifications  of  hospitals  under 
section  508  of  Public  Law  108-173  were 
scheduled  to  expire  on  September  30, 

2008  and  would  not  be  applicable  to  FY 

2009  and.  therefore,  would  not  apply  to 
the  CY  2009  OPPS.  However,  section 
124  of  Public  Law  110-275  extended 
these  reclassifications  and  special 
exception  wage  indices  through 
September  30,  2009.  For  further 
discussion  of  the  changes  to  the  FY 
2009  IPPS  wage  index,  as  applied  to  the 
CY  2009  OPPS,  we  refer  readers  to 
section  II.C.  of  this  final  rule  with 
comment  period.  The  wage  index  values 
include  the  occupational  mix 
adjustment  described  in  section  II.C.  of 
this  final  rule  with  comment  period  that 
was  developed  for  the  final  FY  2009 
IPPS  payment  rates  published  in  the 
Federal  Register  on  August  19,  2008  (73 
FR  48778)  and  finalized  in  a  subsequent 
document  published  in  the  Federal 
Register  on  October  3,  2008  (73  FR 
57888  through  58017). 

Step  3.  Adjust  the  wage  index  of 
hospitals  located  in  certain  qualifying 
counties  that  have  a  relatively  high 
percentage  of  hospital  employees  who 
reside  in  the  county,  but  who  work  in 
a  different  county  with  a  higher  wage 
index,  in  accordance  with  section  505  of 
Public  Law  108-173.  Addendum  L  to 
this  final  rule  with  comment  period 
contains  the  qualifying  counties  and  the 
final  wage  index  increase  developed  for 
the  FY  2009  IPPS  published  in  the  FY 
2009  IPPS  final  rule  as  Table  4J  (73  FR 
48883  through  48898)  and  finalized  in 
a  subsequent  document  published  in  the 
Federal  Register  on  October  3,  2008  (73 
FR  57988).  This  step  is  to  be  followed 
only  if  the  hospital  has  chosen  not  to 
accept  reclassification  under  Step  2 
above. 

Step  4.  Multiply  the  applicable  wage 
index  determined  under  Steps  2  and  3 
by  the  amount  determined  under  Step  1 
that  represents  the  labor-related  portion 
of  the  national  unadjusted  payment  rate. 


The  formula  below  is  a  mathematical 
representation  of  Step  4  and  adjusts  the 
labor-related  portion  of  the  national 
payment  rate  for  the  specific  service  by 
the  wage  index. 

Xa — Labor-related  portion  of  the  national 
unadjusted  payment  rate  (wage 
adjusted) 

Xa  =  .60  *  (national  unadjusted  payment 
rate)  *  applicable  wage  index. 

Step  5.  Calculate  40  percent  (the 
nonlabor-related  portion)  of  the  national 
unadjusted  payment  rate  and  add  that 
amount  to  the  resulting  product  of  Step 
4.  The  result  is  the  wage  index  adjusted 
payment  rate  for  the  relevant  wage 
index  area. 

The  formula  below  is  a  mathematical 
representation  of  Step  5  and  calculates 
the  remaining  portion  of  the  national 
payment  rate,  the  amount  not 
attributable  to  labor,  and  the  adjusted 
payment  for  the  specific  service, 
y — Nonlabor-related.portion  of  the 
national  unadjusted  payment  rate 
y  =  .40  *  (national  unadjusted  payment 
rate) 

Adjusted  Medicare  Payment  =  y  +  Xa 

Step  6.  If  a  provider  is  a  SCH,  as 
defined  in  the  regulations  at  §412.92,  or 
an  EACH,  w'hich  is  considered  to  be  a 
SCH  under  section  1886(d)(5){D)(iii)(III) 
of  the  Act,  and  located  in  a  rural  area, 
as  defined  in  §  412.64(h),  or  is  treated  as 
being  located  in  a  rural  area  under 
§412.103,  multiply  the  wage  index 
adjusted  payment  rate  by  1.071  to 
calculate  the  total  payment. 

The  formula  below  is  a  mathematical 
representation  of  Step  6  and  applies  the 
rural  adjustment  for  rural  SCHs. 
Adjusted  Medicare  Payment  (SCH  or 
EACH)  =  Adjusted  Medicare 
Payment  *  1.071 

We  have  provided  examples  below  of 
the  calculation  of  both  the  full  and 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  performed 
by  hospitals  that  meet  and  that  fail  to 
meet  the  HOP  QDRP  requirements, 
using  the  steps  outlined  above.  For 
purposes  of  this  example,  we  will  use  a 
provider  that  is  located  in  Brooklyn, 
New  York  that  is  assigned  to  CBSA 
35644.  This  provider  bills  one  service 
that  is  assigned  to  APC  0019  (Level  I 
Excision/Biopsy).  The  CY  2009  full 
national  unadjusted  payment  rate  for 
APC  0019  is  $295.69.  The  reduced 
national  unadjusted  payment  rate  for  a 
hospital  that  fails  to  meet  the  HOP 
QDRP  requirements  is  $290.07.  This 
reduced  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.981 
by  the  full  unadjusted  payment  rate  for 
APC  0019. 


The  FY  2009  wage  index  for  a 
provider  located  in  CBSA  35644  in  New 
York  is  1.2996.  The  labor  portion  of  the 
full  national  unadjusted  payment  is 
$230.56  (.60  *  $295.69  *  1.2996).  The 
labor  portion  of  the  reduced  national 
unadjusted  payment  is  $226.18  (.60  * 
$290.07  *  1.2996).  The  nonlabor  portion 
of  the  full  national  unadjusted  payment 
is  $118.27  (.40  *  $295.69).  The  nonlabor 
portion  of  the  reduced  national 
unadjusted  payment  is  $116.02  (.40  * 
$290.07).  The  sum  of  the  labor  and 
nonlabor  portions  of  the  full  national 
adjusted  payment  is  $348.83  ($230.56  + 
$118.27).  The  sum  of  the  reduced 
national  adjusted  payment  is  $342.20 
($226.18  +  $116.02). 

We  did  not  receive  any  public 
comments  concerning  our  proposed 
methodology  for  calculating  an  adjusted 
payment  from  the  national  unadjusted 
Medicare  payment  amount  for  CY  2009. 
Therefore,  we  are  finalizing  our 
proposed  CY  2009  methodology, 
without  modification. 

H.  Beneficiary  Copayments 

I.  Background 

Section  1833(t)(3)(B)  of  the  Act 
requires  the  Secretary  to  set  rules  for 
determining  copayment  amounts  to  be 
paid  by  beneficiaries  for  covered  OPD 
services.  Section  1833(t)(8)(C){ii)  of  the 
Act  specifies  that  the  Secretary  must 
reduce  the  national  unadjusted 
copayment  amount  for  a  covered  OPD 
service  (or  group  of  such  services) 
furnished  in  a  year  in  a  manner  so  that 
the  effective  copayment  rate 
(determined  on  a  national  unadjusted  ' 
basis)  for  that  service  in  the  year  does 
not  exceed  a  specified  percentage.  As 
.specified  in  section  1833(t)(8)(C)(ii)(V) 
of  the  Act,  for  all  services  paid  under 
the  OPPS  in  CY  2009,  and  in  calendar 
years  thereafter,  the  percentage  is  40 
percent  of  the  APC  payment  rate. 
Section  1833(t)(3)(B)(ii)  of  the  Act 
provides  that,  for  a  covered  OPD  service 
(or  group  of  such  services)  furnished  in 
a  year,  the  national  unadjusted 
copayment  amount  cannot  be  less  than 
20  percent  of  the  OPD  fee  schedule 
amount.  Sections  1834(d)(2)(C)(ii)  and 
(d)(3)(C)(ii)  of  the  Act  further  require 
that  the  copayment  for  screening 
flexible  sigmoidoscopies  and  screening 
colonoscopies  be  equal  to  25  percent  of 
the  payment  amount.  Since  the 
beginning  of  the  OPPS,  we  have  applied 
the  25-percent  copayment  to  screening 
flexible  sigmoidoscopies  and  screening 
colonoscopies. 

2.  Copayment  Policy 

For  CY  2009,  we  proposed  to 
determine  copayment  amounts  for  new 
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and  revised  APCs  using  the  same 
methodology  that  we  implemented  for 
CY  2004.  (We  refer  readers  to  the 
November  7,  2003  OPPS  final  rule  with 
comment  period  (68  FR  63458)).  In 
addition,  we  proposed  to  use  the  same 
rounding  methodology  implemented  in 
CY  2008  in  instances  where  the 
application  of  our  standard  copayment 
methodology  would  result  in  a 
copayment  amount  that  is  less  than  20 
percent  and  cannot  be  rounded,  under 
standard  rounding  principles,  to  20 
percent.  (We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66687).)  The 
national  unadjusted  copayment 
amounts  for  services  payable  under  the 
OPPS  that  will  be  effective  January  1, 
2009,  are  shown  in  Addenda  A  and  B 
to  this  final  rule  with  comment  period. 
As  discussed  in  section  XVI. D.  of  this 
final  rule  with  comment  period,  we  are 
finalizing  our  proposal  for  CY  2009  that 
the  Medicare  beneficiary’s  minimum 
unadjusted  copayment  and  national 
unadjusted  copayment  for  a  service  to 
which  a  reduced  national  unadjusted 
payment  rate  applies  would  equal  the 
product  of  the  reporting  ratio  and  the 
national  unadjusted  copayment,  or  the 
product  of  the  reporting  ratio  and  the 
minimum  unadjusted  copayment, 
respectively,  for  the  service. 

We  did  not  receive  any  public 
comments  regarding  this  proposal. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal  for  determining  APC 
copayment  amounts,  without 
modification. 

3.  Calculation  of  an  Adjusted 
Copayment  Amount  for  an  APC  Group 

Individuals  interested  in  calculating 
the  national  copayment  liability  for  a 
Medicare  beneficiary  for  a  given  service 
provided  by  a  hospital  that  met  or  failed 
to  meet  its  HOP  QDRP  requirements  . 
should  follow  the  formulas  presented  in 
the  following  steps. 

Step  1 .  Calculate  the  beneficiary 
payment  percentage  for  the  APC  by 
dividing  the  APC’s  national  unadjusted 
copayment  by  its  payment  rate.  For 
example,  using  APC  0019,  $71.87  is 
24.306  percent  of  the  full  national 
unadjusted  payment  rate  of  $295.69. 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  calculates 
national  copayment  as  a  percentage  of 
national  payment  for  a  given  service, 
b — Beneficiary  payment  percentage 
b  =  National  unadjusted  copayment  for 
APC/national  unadjusted  payment 
rate  for  APC 

Step  2.  Calculate  the  appropriate 
wage-adjusted  payment  rate  for  the  APC 
for  the  provider  in  question,  as 


indicated  in  section  II.G.  of  this  final 
rule  with  comment  period.  Calculate  the 
rural  adjustment  for  eligible  providers 
as  indicated  in  section  II.G.  of  this  final 
rule  with  comment  period. 

Step  3.  Multiply  the  percentage 
calculated  in  Step  1  by  the  payment  rate 
calculated  in  Step  2.  The  result  is  the 
wage-adjusted  copayment  amount  for 
the  APC. 

The  formula  below  is  a  mathematical 
representation  of  Step  3  and  applies  the 
beneficiary  percentage  to  the  adjusted 
payment  rate  for  a  service  calculated 
under  section  II.G.  of  this  final  rule  with 
comment  period,  with  and  without  the 
rural  adjustment,  to  calculate  the 
adjusted  beneficiary  copayment  for  a 
given  service. 

Wage-adjusted  copayment  amount  for 
the  APC  =  Adjusted  Medicare 
Payment  *  b 

Wage-adjusted  copayment  amount  for 
the  APC  (SCH  or  EACH)  = 

,  (Adjusted  Medicare  Payment  * 
1.071)  *  b 

Step  4.  For  a  hospital  that  failed  to 
meet  its  HOP  QDRP  requirements, 
multiply  the  copayment  calculated  in 
Step  3  by  the  reporting  ratio  of  0.981. 

The  unadjusted  copayments  for 
services  payable  under  the  OPPS  that 
will  be  effective  January  1,  2009,  are 
shown  in  Addenda  A  and  B  to  this  final 
rule  with  comment  period.  We  note  that 
the  national  unadjusted  payment  rates 
and  Copayment  rates  shown  in  Addenda 
A  and  B  to  this  final  rule  with  comment 
period  reflect  the  full  market  basket 
conversion  factor  increase,  as  discussed 
in  section  XVI.D.  of  this  final  rule  with 
comment  period. 

III.  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

A.  OPPS  Treatment  of  New  HCPCS  and 
CPT  Codes 

1.  Treatment  of  New  HCPCS  Codes 
Included  in  the  April  and  July  Quarterly 
OPPS  Updates  for  CY  2008 

During  the  April  and  July  quarters  of 
CY  2008,  we  created  a  total  of  11  new 
Level  II  HCPCS  codes  that  were  not 
addressed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  that 
updated  the  CY  2008  OPPS.  For  the 
April  quarter  of  CY  2008,  we  recognized 
for  separate  payment  a  total  of  four  new 
Level  II  HCPCS  codes,  specifically 
C9241  (Injection,  doripenem,  10  mg); 
Q4096  (Injection,  von  willebrand  factor 
complex,  human,  ristocetin  cofactor  (not 
otherwise  specifiedj,  per  i.u. 

VWF:RCO);  Q4097  (Injection,  immune 
globulin  (PrivigenJ,  intravenous,  non- 
lyophilized  (e.g.,  liquid),  500  mg);  and 
Q4098  (Injection,  iron  dextran,  50  mg). 


For  the  July  quarter  of  CY  2008,  we 
recognized  a  total  of  seven  new  Level  II 
HCPCS  codes,  specifically  C9242 
(Injection,  fosaprepitant,  1  mg);  C9356 
(Tendon,  porous  matrix  of  cross-linked 
collagen  and  glycosaminoglycan  matrix 
(TenoGlide  Tendon  Protector  Sheet),  per 
square  centimeter);  C9357  (Dermal 
substitute,  granulated  cross-linked 
collagen  and  glycosaminoglycan  matrix 
(Flowable  Wound  Matrix),  1  cc);  C9358 
(Dermal  substitute,  native,  non- 
denatured  collagen  (SurgiMend 
Collagen  Matrix),  per.  0.5  square 
Centimeters);  G0398  (Home  sleep  study 
test  (HST)  w/type  II  portable  monitor, 
unattended;  minimum  of  7  channels: 
EEG,  EOG,  EMG,  ECG/heart  rate, 
airflow,  respiratory  effort  and  oxygen 
saturation);  G0399  (Home  sleep  test 
(HST)  with  type  III  portable  monitor, 
unattended;  minimum  of  4  channels:  2 
respiratory  movement/airflow,  1  ECG/ 
heart  rate  and  1  oxygen  saturation):  and 
G0400  (Home  sleep  test  (HST)  with  type 
IV  portable  monitor,  unattended: 
minimum  of  3  channels).  We  designated 
the  payment  status  of  these  codes  and 
added  them  either  through  the  April 
update  (Transmittal  1487,  Change 
Request  5999,  dated  April  8,  2008)  or 
the  July  update  (Transmittal  1536, 
Change  Request  6094,  dated  June  19, 
2008)  of  the  CY  2008  OPPS. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41467),  we  also  solicited 
public  comment  on  the  status 
indicators,  APC  assignments,  and 
payment  rates  of  these  codes,  which 
were  listed  in  Table  10  and  Table  11  of 
that  proposed  rule  and  now  appear  in 
Tables  12  and  13,  respectively,  of  this 
final  rule  with  comment  period. 

Because  of  the  timing  of  the  proposed 
rule,  the  codes  implemented  through 
the  July  2008  OPPS  update  were  not 
included  in  Addendum  B  to  the 
proposed  rule.  We  proposed  to  assign 
these  new  HCPCS  codes  for  CY  2009  to 
APCs  with  the  proposed  payment  rates 
as  displayed  in  Table  11  and 
incorporate  them  into  Addendum  B  to 
this  final  rule  with  comment  period  for 
CY  2009,  which  is  consistent  with  our 
annual  OPPS  update  policy.  The  HCPCS 
codes  implemented  through  the  April 
2008  OPPS  update  and  displayed  in 
Table  10  were  included  in  Addendum  B 
to  the  proposed  rule,  where  their 
proposed  payment  rates  also  were 
shown. 

For  CY  2009,  the  CMS  HCPCS 
Workgroup  created  permanent  HCPCS  J- 
codes  for  four  codes  that  were 
implemented  in  April  2008  and  one 
code  that  was  implemented  in  July 
2008.  Consistent  with  our  general  policy 
of  using  permanent  HCPCS  codes,  if 
appropriate,  rather  than  HCPCS  C-codes 
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or  Q-codes  for  the  reporting  of  drugs 
under  the  OPPS  in  order  to  streamline 
coding,  we  display  the  new  HCPCS  J- 
codes  in  Tables  12  and  13  that  replace 
the  HCPCS  C-codes  or  Q-codes,  effective 
January  1,  2009.  Specifically,  J1267 
(Injection,  doripenem,  10  mgj  replaces 
C9241;  J7186  (Injection,  antihemophilic 
factor  viii/von  willebrand  factor 
complex  (human),  per  factor  viii  i.u.) 
replaces  Q4096:  J1459  (Injection, 
immune  globulin  (Privigen), 
intravenous,  non-lyophilized  (e.g., 
liquid),  500  mg)  replaces  Q4097;  J1750 
(Injection,  iron  dextran,  50  mg)  replaces 
Q4098;  and  J1453  (Injection, 
fosaprepitant,  1  mg)  replaces  C9242. 

The  HCPCS  J-codes  describe  the  same 
drugs  and  the  same  dosages  as  the 
HCPCS  C-codes  and  Q-codes  that  will 
be  deleted,  effective  December  31,  2008. 
We  note  that  HCPCS  C-codes  and  Q- 
codes  are  temporary  national  HCPCS 
codes.  To  avoid  duplication,  temporeu-y 
national  HCPCS  codes,  such  as  C,  G,  K, 
and  Q-codes,  are  generally  deleted  once 
permanent  national  HCPCS  codes  are 
created  that  describe  the  same  item, 
service,  or  procedure.  Because  HCPCS 
codes  J1267,  J1453,  and  J1459  describe 
the  same  drugs  and  the  same  dosages 
that  are  currently  designated  by  HCPCS 
codes  C9241,  C9242,  and  Q4097, 
respectively,  we  are  continuing  their 
pass-through  status  in  CY  2009,  and  are 
assigning  the  HCPCS  J-codes  to  the  same 
APCs  and  status  indicators  as  their 
predecessor  HCPCS  C-codes,  as  shown 
in  Tables  12  and  13.  Specifically, 

HCPCS  code  J1267  is  assigned  to  the 
same  APC  (9241)  and  status  indicator 
(“G”)  as  HCPCS  code  C9241,  HCPCS 
code  J1453  is  assigned  to  the  same  APC 
(9242)  and  status  indicator  (“G”)  as 
HCPCS  code  C9242,  and  HCPCS  code 
J1459  is  assigned  to  the  same  APC 
(1214)  and  status  indicator  (“G”)  as 
HCPCS  code  Q4097. 

In  addition,  new  HCPCS  code  Q4114 
(Allograft,  Integra  Flowable  Wound 
Matrix,  injectable,  1  cc)  for  January  1, 
2009  replaces  HCPCS  code  C9357. 
Because  HCPCS  code  Q4114  describes 
the  same  biological  and  dosage 
descriptor  as  its  predecessor  HCPCS 
code,  HCPCS  code  Q4114  is  assigned 
the  same  status  indicator  as  HCPCS 
code  C9357  (“G”)  and  continues  its 
pass-through  status  in  CY  2009. 

Except  for  the  public  comments  that 
we  received  concerning  the  three  new 
HCPCS  G-codes  for  home  sleep  tests,  we 
did  not  receive  any  public  comments 
regarding  the  proposed  APC  and  status 
indicator  assignments  for  any  of  the 
other  new  HCPCS  codes  that  were 
implemented  in  either  April  2008  or 
July  2008.  Therefore,  for  CY  2009,  we 
are  adopting  as  final  the  designated 


APCs  for  the  replacement  HCPCS  J- 
codes,  specifically  J1267,  J1453,  J1459, 
J1750,  and  J7186,  as  well  as  HCPCS 
codes  C9356,  C9358,  and  Q4114,  as 
shown  in  Tables  12  and  13  below,  and 
in  Addendum  B  to  this  final  rule  with 
comment  period. 

Comment:  One  commenter  did  not 
understand  why  the  three  home  sleep 
testing  HCPCS  G-codes,  that  is  G0398, 
G0399,  and  G0400,  were  recognized 
under  the  OPPS  when  it  was  the 
commenter’s  understanding  that  HCPCS 
G-codes  are  to  be  used  only  for 
physiciem  billing.  The  commenter  also 
requested  clarification  on  the  following 
issues:  (1)  The  intended  method  for 
hospitals  and  independent  diagnostic 
testing  facilities  (IDTFs)  to  bill  for 
outpatient  home  sleep  testing;  (2) 
whether  CMS  will  pay  hospitals  and 
IDTFs  for  home  sleep  testing  that  meets 
the  criteria  for  CPT  code  95806;  (3)  the 
relationship  between  CPT  code  95806 
(Sleep  study,  simultaneous  recording  of 
ventilation,  respiratory  effort,  ecg  or 
heart  rate,  and  oxygen  saturation, 
unattended  by  a  technologist)  and  the 
new  HCPCS  G-codes,  and  how 
hospitals,  IDTFs  and  physicians  might 
properly  code  for  a  procedure  that 
fulfills  both  descriptions;  and  (4) 
whether  CMS  will  allow  separate  billing 
for  the  technical  and  professional 
components  of  this  service  by 
physicians  and  facilities. 

Response:  HCPCS  G-codes  are  not 
limited  to  physician  reporting.  Since 
implementation  of  the  OPPS  in  August 
2000,  Medicare  has  recognized  HCPCS 
G-codes  for  reporting  under  the  OPPS 
for  hospital  outpatient  services.  HCPCS 
G-codes  are  a  subset  of  the  Level  II 
HCPCS  codes  and  describe  temporary 
procedures  and  services  that  are  not 
described  by  any  CPT  codes.  Created  by 
CMS,  this  subset  of  codes  is  updated  on 
a  quarterly  basis  and  may  be  reported  by 
providers  for  any  health  insurers  for 
various  sites  of  services.  While  the 
codes  may  be  used  by  any  health 
insurers,  it  is  up  to  the  individual 
insurers  to  provide  guidance  on  the 
reporting  of  these  codes. 

CMS  created  three  new  HCPCS  G- 
codes,  specifically  G0398,  G0399,  and 
G0400,  that  were  implemented  on 
March  13,  2008,  to  describe  the  various 
types  of  home  sleep  tests  that  Medicare 
determined  could  be  used  to  allow  for 
coverage  of  continuous  positive  airway 
pressure  (CPAP)  therapy  based  upon  a 
diagnosis  of  obstructive  sleep  apnea 
(OSA)  according  to  a  home  sleep  study. 
CMS  reconsidered  its  2005  NCD 
regarding  CPAP  therapy  for  OSA, 
effective  March  13,  2008,  to  allow  for 
coverage  of  CPAP  therapy  based  on  a 
diagnosis  of  OSA  from  a  home  sleep 


study.  This  NCD  does  not  ensure 
coverage  of  sleep  testing,  but  rather 
states  when  CPAP  therapy  is  covered  as 
a  result  of  clinical  evaluation  and  a 
positive  sleep  test. 

The  OPPS  makes  payment  only  to 
hospitals  for  their  facility  services,  not 
to  physicians  or  IDTFs.  We  proposed  to 
assign  these  new  HCPCS  G-codes  to 
APCs  for  payment  under  the  OPPS 
because  we  believe  these  diagnostic 
services  may  be  provided  by  HOPDs  to 
Medicare  beneficiaries.  Because  these 
new  HCPCS  G-codes  specify  home  sleep 
studies  and  CPT  code  95806  only  refers 
to  an  unattended  sleep  study,  hospitals 
providing  home  sleep  studies  should 
report  the  more  specific  HCPCS  G-codes 
under  these  circumstances,  according  to 
the  general  coding  principle  that  the 
most  specific  code  should  be  reported 
for  a  service,  unless  CMS  or  Medicare 
contractors  have  provided  other 
instructions. 

Comment:  One  commenter  expressed 
concern  regarding  the  proposed 
payment  rates  for  the  three  new  HCPCS 
G-codes  for  home  sleep  studies.  The 
commenter  indicated  that  the  proposed 
payment  rate  of  approximately  $153  for 
APC  0213  (Level  I  Extended  EEG  and 
Sleep  Studies)  to  which  these  HCPCS 
codes  were  proposed  for  assignment  is 
inappropriate.  The  commenter  further 
stated  that  it  appears  that  CMS’s 
decision  to  use  CPT  code  95806  as  the 
benchmark  in  setting  the  payment  rates 
for  these  new  HCPCS  G-codes  is  flawed. 
The  commenter  asserted  that  CPT  code 
95806  was  created  in  1998  and  is 
seldom  reported  and,  therefore,  does  not 
appropriately  reflect  the  current  costs  of 
providing  home  sleep  testing.  The 
commenter  requested  that  CMS  take 
into  consideration  the  current  cost  of 
portable  monitors,  staff  time,  and 
administrative  support  associated  with 
home  sleep  testing  in  determining  the 
appropriate  payment  rate  for  these  new 
services.  The  commenter  suggested  that 
the  payment  rate  for  HCPCS  G-codes 
G0398,  G0399,  and  G0400  should  be 
about  $550. 

Response:  Based  on  consultation  with 
our  medical  advisors  and  on  our  review 
of  the  components  of  these  services,  we 
believe  that  home  sleep  testing  is  most 
appropriately  assigned  to  APC  0213,  as 
proposed.  In  determining  the  payment 
rates  for  HCPCS  G-codes  G0398,  G0399, 
and  G0400,  we  took  into  consideration 
the  clinical,  and  resource  characteristics 
associated  with  providing  home  sleep 
testing.  As  has  been  our  policy,  we  will 
analyze  the  hospital  resource  costs  for 
home  sleep  testing  in  order  to  determine 
in  the  future  whether  proposals  of 
alternative  APC  assignments  may  be 
warranted  once  we  have  hospital  claims 
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data  for  these  HCPCS  G-codes.  Since 
these  codes  were  implemented  in  July 
2008,  the  CY  2010  OPPS/ASC 
rulemaking  cycle  will  be  the  first  time 


that  we  will  have  cost  data  for  these 
new  HCPCS  codes  available  for  analysis. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 


modification,  to  assign  new  HCPCS 
codes  G0398,  G0399,  and  G0400  to  APC 
0213,  with  a  final  CY  2009  APC  median 
cost  of  approximately  $150. 


Table  12— New  HCPCS  Codes  Implemented  in  April  2008 


CY  2008  HCPCS  code 

CY  2009 
HCPCS  code 

— 

CY  2009  long  descriptor 

Final  CY  2009 
status 
indicator 

Final  CY 
2009 
APC 

C9241  . 

J1267 

Injection,  doripenem,  10  mg  . 

G  i 

9241 

Q4096  . . . 

J7186 

Injection,  antihemophilic  factor  viii/von  willebrand  factor 
complex  (human),  per  factor  viii  i.u. 

!  K 

1213 

Q4097  . 

J1459 

Injection,  immune  globulin  (Privigen),  intravenous,  non- 
I  lyophilized  (e.g.  liquid),  500  mg. 

G 

1214 

Q4098  . 

J1750 

Injection,  iron  dextran,  50  mg . 

K  ; 

1237 

Table  13— New  HCPCS  Codes  Implemented  in  July  2008 


CY  2008  HCPCS  code 

CY  2009 
HCPCS  code 

CY  2009  long  descriptor 

Final  CY  2009 
status 
indicator 

Final  CY 
2009 
APC 

C9242  . . . 

J1453 

Injection,  fosaprepitant,  1  mg  . 

G 

9242 

C9356  . 

C9356 

Tendon,  porous  matrix  of  cross-linked  collagen  and 
glycosaminoglycan  matrix  (TenoGlide  Tendon  Pro¬ 
tector  Sheet),  per  square  centimeter. 

G 

9356 

C9357  . 

Q4114 

Allograft.  Integra  Flowable  Wound  Matrix,  injectable,  1  cc 

G 

1251 

C9358  . 

C9358 

Dermal  substitute,  native,  non-denatured  collagen 
(SurgiMend  Collagen  Matrix),  per  0.5  square  centi¬ 
meters. 

G 

9358 

G0398  . 

G0398 

Home  sleep  study  test  (HST)  with  type  II  portable  mon¬ 
itor,  unattended;  minimum  of  7  channels:  EEG,  EOG, 
EMG,  ECG/heart  rate,  airflow,  respiratory  effort  and 
oxygen  saturation. 

S 

0213 

G0399  . 

G0399 

Home  sleep  test  (HST)  with  type  III  portable  monitor,  un¬ 
attended;  minimum  of  4  channels:  2  respiratory  move¬ 
ment/airflow,  1  ECG/heart  rate  and  1  oxygen  satura¬ 
tion. 

S 

0213 

G0400  . 

_ 

G0400 

Home  sleep  test  (HST)  with  type  IV  portable  monitor,  un¬ 
attended:  minimum  of  3  channels. 

S 

0213 

2.  Treatment  of  New  Category  I  and  III 
CPT  Codes  and  Level  II  HCPCS  Codes 

As  has  been  our  practice  in  the  past, 
we  implement  new  Category  I  and  III 
CPT  codes  and  new  Level  11  HCPCS 
codes,  which  are  released  in  the 
summer  through  the  fall  of  each  year  for 
annual  updating,  effective  January  1,  in 
the  final  rule  with  comment  period 
updating  the  OPPS  for  the  following 
calendar  year.  These  codes  are  flagged 
with  comment  indicator  “NI”  in 
Addendum  B  to  the  OPPS/ASC  final 
rule  with  comment  period  to  indicate 
that  we  are  assigning  them  an  interim 
payment  status  which  is  subject  to 
public  comment.  Specifically,  the  status 
indicator,  the  APC  assignment,  or  both, 
for  all  such  codes  flagged  with  comment 
indicator  “NI”  are  open  to  public 
comment  in  this  final  rule  with 
comment  period.  In  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  R  41468),  we 
proposed  to  continue  this  recognition 
and  process  for  CY  2009.  New  Category 
I  and  III  CPT  codes,  as  well  as  new  Level 


II  HCPCS  codes,  effective  January  1, 
2009,  are  listed  in  Addendum  B  to  this 
final  rule  with  comment  period  and 
designated  using  comment  indicator 
“NI.”  We  will  respond  to  all  comments 
received  concerning  these  codes  in  a 
subsequent  final  rule  for  the  next 
calendar  year’s  OPPS/ASC  update. 

In  addition,  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41468),  we 
proposed  to  continue  our  policy  of  the 
last  3  years  of  recognizing  new  mid-year 
CPT  codes,  generally  Category  III  CPT 
codes,  that  the  AMA  releases  in  January 
for  implementation  the  following  July 
through  the  OPPS  quarterly  update 
process.  Therefore,  for  CY  20Q9,  we 
proposed  to  include  in  Addendum  B  to 
this  final  rule  with  comment  period  the 
new  Category  III  CPT  codes  released  in 
January  2008  for  implementation  on 
July  1,  2008  (through  the  OPPS 
quarterly  update  process),  and  the  new 
Category  III  codes  released  in  July  2008 
for  implementation  on  January  1,  2009. 
However,  only  those  new  Category  III 


CPT  codes  implemented  effective 
January  1,  2009,  are  flagged  with 
comment  indicator  “NI”  in  Addendum 
B  to  this  final  rule  with  comment 
period,  to  indicate  that  we  have 
assigned  them  an  interim  payment 
status  which  is  subject  to  public 
comment.  Category  III  CPT  codes 
implemented  in  July  2008,  which 
appeared  in  Table  12  of  the  CY  2009 
OPPS/ASC  proposed  rule  and  now  in 
Table  14  below,  were  open  to  public 
comment  in  the  proposed  rule,  and  we 
are  finalizing  their  CY  2009  status  in 
this  final  rule  with  comment  period. 

We  did  not  receive  any  public 
comments  on  the  proposed  CY  2009 
assignment  of  status  indicator  “M”  to 
CPT  codes  0188T  (Remote  real-time 
interactive  videoconferenced  critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes)  and  0189T  (Remote 
real-time  interactive  videoconferenced 
critical  care,  evaluation  and 
management  of  the  critically  ill  or 
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critically  injured  patient;  each 
additional  30  minutes)  and  on  the 
assignment  of  status  indicator  “T”  to 
CPT  code  0190T  (Placement  of 
intraocular  radiation  source  applicator) 
in  APC  0237  (Level  II  Posterior  Segment 
Eye  Procedures).  Therefore  we  are 
finalizing  these  proposed  assignments 
for  CY  2009,  without  modification. 

Comment:  One  commenter  was 
concerned  with  the  proposed 
assignment  of  new  CPT  code  0191T 
(Insertion  of  anterior  segment  aqueous 
drainage  device,  without  extraocular 
reservoir;  internal  approach)  to  APC 
0234  (Level  III  Anterior  Segment  Eye 
Procedures)  and  recommended  that  the 
procedure  be  reassigned  to  APC  0673 
(Level  IV  Anterior  Segment  Eye 
Procedures).  According  to  the 
commenter,  CPT  code  0191T,  which 
became  effective  July  1,  2008,  uses  a 
bypass  device  that  routes  fluid  around 
the  diseased  part  of  a  patient’s  aqueous 
drainage  apparatus.  The  commenter 
indicated  that  there  is  significant 
resource  dissimilarity  between  CPT 
code  0191T  and  other  procedures 
assigned  to  APC  0234.  The  commenter 
argued  that  the  procedure  is  more 
similar  in  resources  to  procedures 
assigned  to  APC  0673.  The  commenter 
explained  that  other  procedures 
assigned  to  APC  0673  almost  always  use 
either  a  permanently  implanted  device 
or  a  permanent  graft,  while  those 
assigned  to  APC  0234  do  not.  The 
commenter  stated  that  CPT  code  0191T 
requires  the  use  of  a  costly  implantable 
device,  like  other  procedures  assigned 
to  APC  0673.  The  commenter  also 
believed  that  the  clinical  characteristics 
of  procedures  already  assigned  to  APC 
0673  are  more  similar  to  CPT  code 
0191T  than  those  assigned  to  APC  0234 
because  APC  0673  includes  only 
procedures  that  treat  glaucoma  with 
intraocular  surgery  using  a  device  to 
assist  with  aqueous  outflow'.  According 
to  the  commenter,  CPT  code  66180 
(Aqueous  shunt  to  extraocular  reservoir 
(e.g.,  Molteno,  Schocket,  Denver- 
Krupin)),  which  has  the  largest  number 
of  claims  among  procedures  assigned  to 
APC  0673,  describes  aqueous  bypass 
surgery  that  serves  the  same  purpose  as 
the  procedure  described  by  CPT  code 
0191T.  Finally,  the  commenter 
explained  that  the  device  used  in  CPT 
code  0191T  is  currently  being  studied  in 
a  FDA  investigational  device  exemption 
(IDE)  clinical  trial. 

Response:  We  assigned  new  Category 
III  CPT  code  0191T  to  APC  0234, 
effective  July  1,  2008,  and  announced 
this  assignment  in  the  July  2008  OPPS 
update  (Transmittal  1536,  Change 
Request  6094,  dated  June  19,  2008).  In 
the  CY  2009  OPPS/ASC  proposed  rule 


(73  FR  41469),  we  proposed  to  continue 
this  assignment  for  CY  2009  with  a 
proposed  payment  rate  of  approximately 
$1,576.  The  commenter  did  not  identify 
a  predecessor  CPT  code  for  this  surgical 
procedure,  and  there  is  limited  clinical 
experience  with  this  surgical  procedure 
afthis  time.  Nevertheless,  based  on  our 
understanding  of  the  clinical  and 
resource  characteristics  of  this  surgical 
procedure,  we  continue  to  believe  it  is 
most  appropriately  assigned  to  APC 
0234  in  order  to  achieve  the  greatest 
clinical  and  resource  homogeneity 
among  the  APC  groups  for  anterior 
segment  eye  procedures.  Further,  we 
anticipate  that  the  CY  2008  partial  year 
hospital  claims  data  for  CPT  code  0191T 
will  first  be  available  in  CY  2009  for  the 
CY  2010  OPPS/ASC  rulemaking  cycle. 

At  that  time  we  will  review  the 
assignment  of  this  CPT  code  for  CY 
2010. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  assign  CPT  code  0191T 
to  APC  0234,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $1,543. 

Comment:  Many  commenters 
requested  that  CPT  code  0192T 
(Insertion  of  anterior  segment  aqueous 
drainage  device,  without  extraocular 
reservoir;  external  approach)  be 
reassigned  to  APC  0673  (Level  IV 
Anterior  Segment  Eye  Procedures)  from 
APC  0234  (Level  III  Anterior  Segment 
Eye  Procedures),  where  it  was  proposed 
for  CY  2009  assignment.  Several 
commenters  reported  that  prior  to  July 
1,  2008,  when  CPT  code  0192T  became 
effective,  most  providers  reported  this 
procedure  with  CPT  code  66180 
(Aqueous  shunt  to  extraocular  reservoir 
(e.g.,  Molteno,  Schocket,  Denver- 
Krupin)). 

One  commenter  calculated  a  median 
cost  of  $2,806  using  19  single  procedure 
OPPS  claims  for  anterior  segment  eye 
procedures  from  13  hospitals  that  the 
commenter  believed  represent  services 
that  would  now  be  reported  with  CPT 
code  0192T.  The  commenter  concluded 
that  the  analysis  supported  the  request 
to  assign  CPT  code  0192T  to  APC  0673, 
which  had  a  proposed  rule  median  cost 
of  $2,631,  while  APC  0234  had  a 
proposed  rule  median  cost  of  only 
$1,573.  The  commenter  pointed  out  that 
1 7  of  the  19  CY  2007  claims  used  for  the 
analysis  were  coded  with  CPT  code 
66180,  which  was  proposed  for 
assignment  to  APC  0673  for  CY  2009, 
indicating  that  the  procedure  and  device 
costs  of  CPT  code  0192T  were  reflected 
in  claims  data  for  APC  0673.  The 
commenter  estimated  that  about  one 
third  of  the  CY  2007  claims  for  CPT 
code  66180  represent  procedures  that 


would  now  be  reported  with  CPT  code 
0192T.  Furthermore,  the  commenter 
asserted  that  none  of  the  procedures 
currently  assigned  to  APC  0234  includes 
either  a  permanently  implanted  or  high 
cost  disposable  device,  while 
procedures  assigned  to  APC  0673  utilize 
such  devices. 

The  commenter  also  believed  that  the 
procedures  assigned  to  APC  0673  are 
more  clinically  similar  to  CPT  code 
0192T  than  those  assigned  to  APC  0234. 
The  commenter  noted  that  APC  0673 
contains  procedures,  such  as  CPT  code 
66180,  which  primarily  treat  glaucoma 
with  intraocular  surgery  using  a  device 
that  assists  with  aqueous  outflow.  The 
commenter  believed  that  assignment  of 
CPT  code  0192T  to  APC  0234  could 
result  in  limited  patient  access  to  that 
procedure. 

Some  commenters  argued  that 
payment  for  the  aqueous  shunt  device 
should  be  paid  separately  ft'om  the 
hospital  payment  for  the  surgical 
procedure.  Many  commenters  believed 
that  the  procedure  described  by  CPT 
code  0192T  is  safer,  more  effective,  and 
has  fewer  complications  than 
trabeculectomy  because  the  new 
procedure  does  not  excise  tissue  but 
instead  uses  a  shunt  to  bypass  the 
trabecular  tissue. 

Response:  We  assigned  new  Category 
III  CPT  code  0192T  to  APC  0234 
effective  July  1,  2008,  and  announced 
this  assignment  in  the  July  2008  OPPS 
update  (Transmittal  1536,  Change 
Request  6094,  dated  June  19,  2008).  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41469),  we  proposed  to  continue 
this  APC  assignment  for  new  CPT  code 
0192T,  with  a  proposed  payment  rate  of 
approximately  $1,576  for  CY  2009.  We 
agree  with  the  commenters  that  new 
CPT  code  0192T  has  associated 
implantable  device  costs  that  may  not 
be  fully  reflected  in  the  costs  of  other 
services  assigned  to  APC  0234.  It  is  our 
established  OPPS  policy  to  package 
payment  for  all  implantable  devices 
without  pass-through  status  into 
payment  for  the  associated  surgical 
procedures.  Therefore,  we  will  not 
provide  separate  payment  under  the 
OPPS  for  the  aqueous  shunt  required  for 
CPT  code  0192T.  Moreover,  CPT  code 
66180,  which  is  assigned  to  APC  0673 
for  CY  2009,  reportedly  was  often  used 
to  bill  Medicare  prior  to  July  1,  2008,  for 
the  procedure  now  described  by  CPT 
code  0192T.  Therefore,  the  costs  of  CPT 
code  66180  from  hospital  claims  data 
may  partially  reflect  the  costs  of  CPT 
code  0192T,  as  these  two  CPT  codes  are 
clinically  similar.  CPT  code  66180  has 
a  final  CY  2009  median  cost  of 
approximately  $2,772  and  APC  0673  has 
a  median  cost  of  approximately  $2,644. 
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Therefore,  we  agree  with  the 
commenters  that  APC  0673  is  the  most 
appropriate  APC  assignment  for  CPT 
code  0192T  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  we  are  modifying 


our  CY  2009  proposal  for  payment  of 
CPT  0192T  and  reassigning  it  to  APC 
0673,  with  a  final  CY  2009  APC  median 
cost  of  approximately  $2,644. 

The  final  CY  2009  status  indicators 
and  APC  assignments  of  the  Category  III 


CPT  codes  implemented  in  July  2008 
are  included  in  Table  14,  below,  as  well 
as  in  Addendum  B  to  this  final  rule  with 
comment  period. 


Table  14 — Category  III  CPT  Codes  Implemented  in  July  2008 


CY  2009 
HCPCS  code 

CY  2009  long  descriptor 

Final  CY  2009 
status 
indicator 

Final  CY 

2009  APC 

0188T  . 

Remote  real-time  interactive  videoconferenced  critical  care,  evaluation  and  man¬ 
agement  of  the  critically  ill  or  critically  injured  patient;  first  30-74  minutes. 

M 

Not  applicable. 

0189T  . . . 

Remote  real-time  interactive  videoconferenced  critical  care,  evaluation  and  man¬ 
agement  of  the  critically  ill  or  critically  injured  patient;  each  additional  30  min¬ 
utes. 

M 

Not  applicable. 

0190T  . 

Placement  of  intraocular  radiation  source  applicator . 

T 

0237. 

0191T  . 

Insertion  of  anterior  segment  aqueous  drainage  device,  without  extraocular  res¬ 
ervoir;  internal  approach. 

T 

0234. 

0192T  . 

Insertion  of  anterior  segment  aqueous  drainage  device,  without  extraocular  res¬ 
ervoir;  external  approach. 

T 

0673. 

B.  OPPS  Changes — Variations  Within 
APCs 

1.  Background 

Section  1833{t)(2)(A)  of  the  Act 
requires  the  Secretary  to  develop  a 
classification  system  for  covered 
hospital  outpatient  services.  Section 
1833{t)(2KB)  of  the  Act  provides  that 
this  classification  system  may  be 
composed  of  groups  of  services,  so  that 
services  within  each  group  are 
comparable  clinically  and  with  respect 
to  the  use  of  resources.  In  accordance 
with  these  provisions,  we  developed  a 
grouping  classification  system,  referred 
to  as  APCs,  as  set  forth  in  §  419.31  of  the 
regulations.  We  use  Level  I  and  Level  II 
HCPCS  codes  and  descriptors  to  identify 
and  group  the  services  within  each  APC. 
The  APCs  are  organized  such  that  each 
group  is  homogeneous  both  clinically 
and  in  terms  of  resource  use.  Using  this 
classification  system,  we  have 
established  distinct  groups  of  similar 
.services,  as  well  as  medical  visits.  We 
also  have  developed  separate  APC 
groups  for  certain  medical  devices, 
drugs,  biologicals,  therapeutic 
radiopharmaceuticals,  and 
brachytherapy  devices. 

We  have  packaged  into  payment  for 
each  procedure  or  service  within  an 
APC  group  the  costs  associated  with 
those  items  or  services  that  are  directly 
related  to  and  supportive  of  performing 
the  main  independent  procedures  or 
furnishing  the  services.  Therefore,  we 
do  not  make  separate  payment  for  these 
packaged  items  or  services.  For 
example,  packaged  items  and  services 
include:  (1)  Use  of  an  operating, 
treatment,  or  procedure  room;  (2)  use  of 
a  recovery  room;  (3)  observation 
services;  (4)  anesthesia;  (5)  medical/ 


surgical  supplies;  (6)  pharmaceuticals 
(other  than  those  for  which  separate 
payment  may  be  allowed  under  the 
provisions  discussed  in  section  V.  of 
this  final  rule  with  comment  period);  (7) 
incidental  services  such  as 
venipuncture;  and  (8)  guidance  services, 
image  processing  services, 
intraoperative  services,  imaging 
supervision  and  interpretation  services, 
diagnostic  radiopharmaceuticals,  and 
contrast  media.  Further  discussion  of 
packaged  services  is  included  in  section 
II.  A. 4.  of  this  final  rule  with  comment 
period. 

In  CY  2008,  we  implemented 
composite  APCs  to  provide  a  single 
payment  for  groups  of  services  that  are 
typically  performed  together  during  a 
single  clinical  encounter  and  that  result 
in  the  provision  of  a  complete  service. 
Under  current  CY  2008  OPPS  policy,  we 
provide  composite  APC  payment  for 
certain  extended  assessment  and 
management  services,  low  dose  rate 
(LDR)  prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  and  mental  health  services.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41450),  we  also  proposed  a 
composite  APC  payment  methodology 
for  multiple  imaging  services  for  CY 
2009.  Further  discussion  of  composite 
APCs  is  included  in  section  II.A.2.e.  of 
this  final  rule  with  comment  period. 

Under  the  OPPS,  we  generally  pay  for 
hospital  outpatient  services  on  a  rate- 
per-service  basis,  where  the  service  may 
be  reported  with  one  or  more  HCPCS 
codes.  Payment  varies  according  to  the 
APC  group  to  which  the  independent 
service  or  combination  of  services  is 
assigned.  Each  APC  weight  represents 
the  hospital  median  cost  of  the  services 
included  in  that  APC  relative  to  the 


hospital  median  cost  of  the  services 
included  in  APC  0606  (Level  3  Hospital 
Clinic  Visits).  The  APC  weights  are 
scaled  to  APC  0606  because  it  is  the 
middle  level  clinic  visit  APC  (that  is, 
where  the  Level  3  clinic  visit  CPT  code 
of  five  levels  of  clinic  visits  is  assigned), 
and  because  middle  level  clinic  visits 
are  among  the  most  frequently  furnished 
services  in  the  hospital  outpatient 
setting. 

Section  1833(t)(9)(A)  of  the  Act 
requires  the  Secretary  to  review  the 
components  of  the  OPPS  not  less  than 
annually  and  to  revise  the  groups  and 
relative  payment  weights  and  make 
other  adjustments  to  take  into  account 
changes  in  medical  practice,  changes  in 
technology,  and  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  the  BBRA, 
also  requires  the  Secretary,  beginning  in 
CY  2001,  to  consult  with  an  outside 
panel  of  experts  to  review  the  APC 
groups  and  the  relative  payment  weights 
(the  APC  Panel  recommendations  for 
specific  services  for  the  CY  2009  OPPS 
and  our  responses  to  them  are  discussed 
in  the  relevant  specific  sections 
throughout  this  final  rule  with  comment 
period). 

Finally,  section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost,  or  mean  cost  as  elected  by 
the  Secretary,  for  an  item  or  service  in 
the  group  is  more  than  2  times  greater 
than  the  lowest  median  cost  for  an  item 
or  service  within  the  same  group 
(referred  to  as  the  “2  times  rule”).  We 


68606  Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


use  the  median  cost  of  the  item  or 
service  in  implementing  this  provision. 
The  statute  authorizes  the  Secretary  to 
make  exceptions  to  the  2  times  rule  in 
unusual  cases,  such  as  low-volume 
items  and  services. 

2.  Application  of  the  2  Times  Rule 

In  accordance  with  section  1833(t){2) 
of  the  Act  and  §  419.31  of  the 
regulations,  we  annually  review  the 
items  and  services  within  an  APC  group 
to  determine,  with  respect  to 
comparability  of  the  use  of  resources,  if 
the  median  cost  of  the  highest  cost  item 
or  service  within  an  APC  group  is  more 
than  2  times  greater  than  the  median  of 
the  lowest  cost  item  or  service  within 
that  same  group  (“2  times  rule”).  In  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41469),  we  proposed  to  make 
exceptions  to  this  limit  on  the  variation 
of  costs  within  each  APC  group  in 
unusual  cases  such  as  low-volume  items 
and  services  for  CY  2009. 

During  the  APC  Panel’s  March  2008 
meeting,  we  presented  median  cost  and 
utilization  data  for  services  furnished 
during  the  period  of  January  1,  2007, 
through  September  30,  2007,  about 
which  we  had  concerns  or  about  which 
the  public  had  raised  concerns 
regarding  their  APC  assignments,  status 
indicator  assignments,  or  payment  rates. 
The  discussions  of  most  .service-specific 
issues,  the  APC  Panel 
recommendations,  if  any,  and  our 
proposals  for  CY  2009  are  contained 
mainly  in  sections  III.C.  and  III.D.  of  this 
final  rule  with  comment  period. 

In  addition  to  the  assignment  of 
specific  services  to  APCs  that  we 
discussed  with  the  APC  Panel,  we  also 
identified  APCs  with  2  times  violations 
that  were  not  specifically  discussed 
with  the  APC  Panel  but  for  which  we 
proposed  changes  to  their  HCPCS  codes’ 
APC  assignments  in  Addendum  B  to  the 
CY  2009  OPPS/ASC  proposed  rule.  In 
these  cases,  to  eliminate  a  2  times 
violation  or  to  improve  clinical  and 
resource  homogeneity,  we  proposed  to 
reassign  the  codes  to  APCs  that  contain 
services  that  are  similar  with  regard  to 
both  their  clinical  and  resource 
characteristics  (73  FR  41470).  In  the  CY 
2009  OPP/ASC  proposed  rule  (73  FR 
41470),  we  also  proposed  to  rename 
existing  APCs,  discontinue  existing 
APCs,  or  create  new  clinical  APCs  to 
complement  proposed  HCPCS  code 
reassignments  for  CY  2009.  In  many 
cases,  the  proposed  HCPCS  code 
reassignments  and  associated  APC 
reconfigurations  for  CY  2009  included 
in  the  CY  2009  OPPS/ASC  proposed 
rule  were  related  to  changes  in  median 
costs  of  services  that  were  observed  in 
the  CY  2007  claims  data  newly  available 


for  the  CY  2009  ratesetting.  We  also 
proposed  changes  to  the  status 
indicators  for  some  codes  that  were  not 
specifically  and  separately  discussed  in 
the  proposed  rule.  In  these  cases,  we 
proposed  to  change  the  status  indicators 
for  some  codes  because  we  believed  that 
another  status  indicator  would  more 
accurately  describe  their  payment  status 
from  an  OPPS  perspective  based  on  the 
policies  that  we  proposed  for  CY  2009 
or  because  we  proposed  new  status 
indicators  to  differentiate  a  related 
group  of  services  from  other  services 
that  previously  shared  the  same  status 
indicator  (73  FR  41470). 

Addendum  B  to  the  CY  2009  OPPS/ 
ASC  proposed  rule  identified  with 
comment  indicator  “CH”  those  HCPCS 
codes  for  which  we  proposed  a  change 
to  the  APC  assignment  or  status 
indicator  as  assigned  in  the  April  2008 
Addendum  B  update  (via  Transmittal 
1487,  Change  Request  5999,  dated  April 
8,  2008).  HCPCS  codes  with  proposed 
CY  2009  changes  in  status  indicator 
assignments  firom  “Q”  to  “Ql,”  from 
“Q”  to  “Q2,”  or  from  “Q”  to  “Q3”  were 
an  exception  to  this  identification 
practice  because  they  were  not  flagged 
with  comment  indicator  “CH”  in 
Addendum  B  to  the  CY  2009  OPPS/ASC 
proposed  rule.  Because  these  proposed 
changes  in  status  indicators  were 
designed  to  facilitate  policy 
transparency  and  operational  logic 
rather  than  to  reflect  changes  in  OPPS 
payment  policy  for  these  services,  we 
believed  that  identifying  these  HCPCS 
codes  with  “CH”  could  be  confusing  to 
the  public. 

We  received  several  public  comments 
on  our  proposed  separation  of  status 
indicator  “Q”  into  three  distinct  status 
indicators,  specifically  “Ql,”  “Q2,”  or 
“Q3,”  for  purposes  of  policy 
transparency  and  administrative  ease. 
This  proposal,  including  the  public 
comments  received  and  our  response  to 
them,  is  discussed  in  section  XIII.A.  of 
this  final  rule  with  comment  period. 

3.  Exceptions  to  the  2  Times  Rule 

As  discussed  earlier,  we  may  make 
exceptions  to  the  2  times  limit  on  the 
variation  of  costs  within  each  APC 
group  in  unusual  cases  such  as  low- 
volume  items  and  services.  Taking  into 
account  the  APC  changes  that  we 
proposed  for  CY  2009  based  on  the  APC 
Panel  recommendations  discussed 
mainly  in  sections  III.C.  and  III.D.  of  this 
final  rule  with  comment  period,  the 
other  proposed  changes  to  status 
indicators  and  APC  assignments  as 
identified  in  Addendum  B  to  the  CY 
2009  OPPS/ASC  proposed  rule,  and  the 
use  of  CY  2007  claims  data  to  calculate 
the  median  costs  of  procedures 


classified  in  the  APCs,  we  reviewed  all 
the  APCs  to  determine  which  APCs 
would  not  satisfy  the  2  times  rule.  We 
used  the  following  criteria  to  decide 
whether  to  propose  exceptions  to  the  2 
times  rule  for  affected  APCs: 

•  Resource  homogeneity 

•  Clinical  homogeneity 

•  Hospital  outpatient  setting 

•  Frequency  of  service  (volume) 

•  Opportunity  for  upcoding  and  code 
fragments. 

For  a  detailed  discussion  of  these 
criteria,  we  refer  readers  to  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18457). 

Table  13  of  the  CY  2009  OPPS/ASC 
proposed  rule  listed  12  APCs  that  we 
proposed  to  exempt  from  the  2  times 
rule  for  CY  2009  based  on  the  criteria 
cited  above.  For  cases  in  which  a 
recommendation  by  the  APC  Panel 
appeared  to  result  in  or  allow  a 
violation  of  the  2  times  rule,  we 
generally  accepted  the  APC  Panel’s 
recommendation  because  those 
recommendations  were  based  on 
explicit  consideration  of  resource  use, 
clinical  homogeneity,  hospital 
specialization,  and  the  quality  of  the  CY 
2007  claims  data  used  to  determine  the 
APC  payment  rates  that  we  proposed  for 
CY  2009.  The  median  costs  for  hospital 
outpatient  services  for  these  and  all 
other  APCs  that  were  used  in  the 
development  of  the  CY  2009  OPPS/ASC 
proposed  rule  and  this  final  rule  with 
comment  period  can  be  found  on  the 
CMS  Web  site  at:  http:// 
www.cms.hbs.gov/ 
HospitalOutpatientPPS/ 
01__overview.asp. 

For  the  CY  2009  OPPS/ASC  proposed 
rule,  we  based  the  listed  exceptions  to 
the  2  times  rule  on  claims  data  from 
January  1,  2007,  through  September  30, 
2007.  For  this  final  rule  with  comment 
period,  we  used  claims  data  from 
January  1,  2007,  through  December  1, 
2007.  Thus,  after  responding  to  all  of  the 
public  comments  on  the  CY  2009  OPPS/ 
ASC  proposed  rule  and  making  changes 
to  APC  assignments  based  on  those 
comments,  we  analyzed  the  CY  2007 
claims  data  used  for  this  final  rule  with 
comment  period  to  identify  the  APCs 
with  2  times  rule  violations. 

Based  on  the  final  CY  2007  claims 
data,  we  found  that  there  were  14  APCs 
with  2  times  rule  violations,  an  increase 
of  2  APCs  from  the  proposed  rule.  We 
have  not  included  in  this  count  those 
APCs  where  a  2  times  violation  is  not 
a  relevant  concept,  such  as  APC  0375 
(Ancillary  Outpatient  Service  When 
Patient  Expires),  with  an  APC  median 
cost  set  based  on  multiple  procedure 
claims,  so  that  we  have  identified  only 
final  APCs,  including  those  with 
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criteria-based  median  costs,  such  as 
device-dependent  APCs,  with  2  times 
violations.  We  applied  the  criteria  as 
described  earlier  to  identify  the  APCs 
that  are  exceptions  to  the  2  times  rule 
for  CY  2009,  and  as  noted  below,  have 
identified  the  additional  APCs  that  have 
met  the  criteria  for  exception  to  the  2 
times  rule  for  this  final  rule  with 
comment  period.  These  APC  exceptions 
are  listed  in  Table  15  below. 

Comment:  One  commenter  supported 
the  continued  exception  of  APC  0303 
(Treatment  Device  Construction)  to  the 
2  times  rule  for  CY  2009.  The 
commenter  agreed  that,  based  on  the  CY 
2007  claims  data,  CMS’  proposed 


assignment  of  the  following  three  CPT 
codes  to  APC  0303  was  appropriate: 
77332  (Treatment  devices,  design  and 
construction;  simple  (simple  block, 
simple  bolus));  77333  (Treatment 
devices,  design  and  construction; 
intermediate  (multiple  blocks,  stents, 
bite  blocks,  special  bolus));  and  77334 
(Treatment  devices,  design  and 
construction;  complex  (irregular  blocks, 
special  shields,  compensators,  wedges, 
molds  or  casts)).  Noting  that  the  2  times 
violation  was  not  extreme,  the 
commenter  believed  that  the  proposed 
exception  was  appropriate  because  the 
services  within  APC  0303  are  clinically 
comparable. 


Response:  We  appreciate  the 
commenter’s  support  for  our  proposal. 

After  consideration  of  all  of  the  public 
comments  received  and  our  review  of 
the  CY  2007  claims  data  used  for  this 
final  rule  with  comment  period,  we  are 
finalizing  our  proposal  to  exempt  12 
APCs  from  the  2  times  rule  for  CY  2009, 
with  modification.  We  are  increasing 
the  list  of  APC  exceptions  fi-om  12  to  14 
APCs  to  also  include  APCs  0341  (Skin 
Tests)  and  0367  (Level  I  Pulmonary 
Test)  for  CY  2009.  Our  final  list  of  the 
14  APC  exceptions  to  the  2  times  rule 
for  CY  2009  is  displayed  in  Table  15 
below. 


Table  15 — Final  APC  Exceptions  to  the  2  Times  Rule  for  CY  2009 


0060 

0080 

0093 

0105 

0141 

0245 

0303 

0330 

0341 

0367 

0409 

0426 

0432 

0604 


Final  CY  2009  APC 


CY  2009  APC  title 


Manipulation  Therapy. 

Diagnostic  Cardiac  Catheterization. 

Vascular  Reconstruction/Fistula  Repair  Without  Device. 
Repair/Revision/Removal  of  Pacemakers,  AlCDs,  or  Vascular  Devices. 
Level  I  Upper  Gl  Procedures. 

Level  I  Cataract  Procedures  Without  lOL  Insert. 

Treatment  Device  Construction. 

Dental  Procedures. 

Skin  Tests. 

Level  I  Pulmonary  Test. 

Red  Blood  Cell  Tests. 

Level  II  Strapping  and  Cast  Application. 

Health  and  Behavior  Services. 

Level  1  Hospital  Clinic  Visits. 


C.  New  Technology  APCs 
1.  Background 

In  the  November  30,  2001,  final  rule 
(66  FR  59903),  we  finalized  changes  to 
the  time  period  a  service  was  eligible  for 
payment  under  a  New  Technology  APC. 
Beginning  in  CY  2002,  we  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 
to  a  clinically  appropriate  APC.  This 
policy  allows  us  to  move  a  service  from 
a  New  Technology  APC  in  less  than  2 
years  if  sufficient  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  data  upon  which  to 
base  a  decision  for  reassignment  have 
not  been  collected. 

We  note  that  the  cost  bands  for  New 
Technology  APCs  range  from  $0  to  $50 
in  increments  of  $10,  from  $50  to  $100 
in  increments  of  $50,  from  $100  through 
$2,000  in  increments  of  $100,  and  from 
$2,000  through  $10,000  in  increments  of 
$500.  These  increments,  which  are  in 
two  parallel  sets  of  New  Technology 
APCs,  one  with  status  indicator  “S”  and 
the  other  with  status  indicator  “T,” 
allow  us  to  price  new  technology 


services  more  appropriately  and 
consistently. 

2.  Movement  of  Procedures  From  New 
Technology  APCs  to  Clinical  APCs 

As  we  explained  in  the  November  30, 
2001,  final  rule  (66  FR  59897),  we 
generally  keep  a  procedure  in  the  New 
Technology  APC  to  which  it  is  initially 
assigned  until  we  have  collected 
sufficient  data  to  enable  us  to  move  the 
procedure  to  a  clinically  appropriate 
APC.  However,  in  cases  where  we  find 
that  our  original  New  Technology  APC 
assignment  was  based  on  inaccurate  or 
inadequate  information  (although  it  was 
the  best  information  available  at  the 
time),  or  where  the  New  Technology 
APCs  are  restructured,  we  may,  based 
on  more  recent  resource  utilization 
information  (including  claims  data)  or 
the  availability  of  refined  New 
Technology  APC  cost  bands,  reassign 
the  procedure  or  service  to  a  different 
New  Technology  APC  that  most 
appropriately  reflects  its  cost. 

Consistent  with  our  current  policy,  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41471),  we  proposed  to  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 


to  a  clinically  appropriate  APC  for  CY 
2009.  The  flexibility  associated  with 
this  policy  allows  us  to  move  a  service 
from  a  New  Technology  APC  in  less 
than  2  years  if  sufficient  data  are 
available.  It  also  allows  us  to  retain  a 
service  in  a  New  Technology  APC  for 
more  than  2  years  if  sufficient  hospital 
claims  data  upon  which  to  base  a 
decision  for  reassignment  have  not  been 
collected. 

We  did  not  receive  any  public 
comments  on  this  proposal.  Therefore, 
we  are  finalizing  our  CY  2009  proposal, 
without  modification,  to  retain  services 
within  New  Technology  APCs  until  we 
gather  sufficient  claims  data  to  assign 
the  services  to  a  clinically  appropriate 
APC.  Thus,  a  service  can  be  assigned  to 
a  New  Technology  APC  for  more  than 
2  years  if  we  have  insufficient  claims 
data  to  reassign  the  service  to  a  clinical 
APC,  or  it  could  be  reassigned  to  a 
clinical  APC  in  less  than  2  years  if  we 
have  adequate  claims  data. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41471),  we  stated  that  we 
believed  we  had  sufficient  claims  data 
to  propose  reassigning  the  following 
three  HCPCS  codes,  which  we  stated 
represent  services  assigned  to  New 
Technology  APCs  in  CY  2008,  to 
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clinically  appropriate  APC  for  CY  2009: 
C9725  (Placement  of  endorectal 
intracavitary  applicator  for  high 
intensity  brachytherapy),  C9726 
(Placement  and  removal  (if  performed) 
of  applicator  into  breast  for  radiation 
therapy),  and  C9727  (Insertion  of 
implants  into  the  soft  palate;  minimum 
of  three  implants).  These  three 
procedures  have  been  assigned  to  their 
New  Technology  APCs  for  at  least  3 
years,  thereby  providing  us  with  data 
from  at  least  2  years  of  hospital  claims 
upon  which  we  based  the  proposed 
reassignments,  for  CY  2009.  In  addition, 
as  we  indicated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule,  we  believe  that 
these  three  procedures  are  clinically 
similar  to  other  services  currently  paid 
through  clinical  APCs  under  the  OPPS 
and  for  which  we  have  substantial 
claims  data  regarding  hospital  costs. 
Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule  ,  we  proposed  to  reassign 
these  three  procedures  to  clinically 
appropriate  APCs,  utilizing  their  CY 
2007  claims  data  to  develop  the  clinical 
APC  median  costs  upon  which 
payments  would  be  based  for  CY  2009. 
As  shown  in  Table  14  of  the  CY  2009 
OPPS/ASC  proposed  rule,  we  proposed 
to  reassign  HCPCS  code  C9725  from 
New  Technology  APC  1507 — Level  VII 
($500-$600)  to  APC  0164  (Level  II 
Urinary  and  Anal  Procedures),  with  a 
proposed  payment  rate  of  approximately 
$145;  to  reassign  HCPCS  code  9726  from 
New  Technology  APC  1508 — Level  VIII 
($600-$700)  to  APC  0028  (Level  I  Breast 
Surgery),  with  a  proposed  payment  rate 
of  approximately  $1,412;  and  to  reassign 
HCPCS  code  C9727  from  New 
Technology  1510-Level  X  ($800-$900) 
to  APC  0252  (Level  III  ENT  Procedures), 
with  a  proposed  payment  rate  of 
approximately  $509. 

Further,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41471),  we 
proposed  to  delete  HCPCS  code  C9723 
(Dynamic  infrared  blood  perfusion 
imaging  (diri))  that  has  been  assigned  to 
New  Technology  APC  1502  (New 
Technology — Level  II  ($50-$100))  since 
it  was  implemented  in  April  2005. 

Based  on  our  claims  data  for  the  past  3 
years,  which  have  shown  no  utilization 
for  HCPCS  code  C9723,  we  proposed  to 
delete  this  HCPCS  code  on  December 
31,  2008. 

Comment:  Several  commenters 
disagreed  with  the  proposed 
reassignment  of  HCPCS  code  C9725  and 
asserted  that  the  CY  2007  claims  data 
included  only  two  single  claims  for 
HCPCS  code  C9725  and,  therefore,  these 
data  provided  an  insufficient  basis  for 
reassigning  this  service  from  New 
Technology  APC  1507  to  APC  0164, 
which  has  a  proposed  payment  rate  of 


approximately  $145.  They  argued  that 
the  procedures  in  APC  0164  are  not 
clinically  similar  or  comparable  in  cost 
to  HCPCS  code  C9725.  The  commenters 
believed  that  the  procedures  included  in 
APC  0164  require  less  time  and 
physician  skill  than  HCPCS  code  C9725 
and  that  they  do  not  require  the  use  of 
a  temporary  implanted  device  for 
treatment  delivery  as  does  HCPCS  code 
C9725.  The  commenters  recommended 
that,  for  CY  2009,  CMS  retain  HCPCS 
code  C9725  in  its  current  New 
Technology  APC  with  a  payment  rate  of 
approximately  $550  for  at  least  1  more 
year,  or  reassign  it  to  APC  0155  (Level 
II  Anal/Rectal  Procedures),  which  has  a 
proposed  payment  rate  of  approximately 
$804,  because  they  believed  that  APC 
0155  would  be  a  more  appropriate 
assignment  for  HCPCS  code  9725  based 
on  consideration  of  its  clinical 
characteristics  and  resource  costs. 

Response:  We  do  not  agree  that  that 
we  should  continue  to  assign  HCPCS 
code  C9725  to  New  Technology  APC 
1507,  as  explained  below.  HCPCS  code 
C9725  was  assigned  to  New  Technology 
1507  with  a  payment  rate  of 
approximately  $550  when  it  was 
implemented  on  October  1,  2005.  At 
this  point,  the  service  has  been  assigned 
to  a  New  Technology  APC  for  over  3 
years.  We  believe  that  reassigning  this 
service  to  a  clinical  APC  is  appropriate 
for  CY  2009,  because  this  service  is 
clinically  similar  to  other  services 
currently  paid  under  the  OPPS  and 
because  it  has  resided  in  a  New 
Technology  APC  for  over  3  years. 

At  the  August  2008  APC  Panel 
meeting,  a  public  comment  letter  on  the 
CY  2009  OPPS/ASC  proposed  rule  was 
discussed  that  requested  that  the  APC 
Panel  recommend  that  CMS  reassign 
HCPCS  code  C9725  to  APC  0155  (Level 
II  Anal/Rectal  Procedures)  rather  than  to 
APC  0164,  as  proposed,  on  the  basis  of 
its  clinical  similarity  to  other 
procedures  in  APC  0155.  The  proposed 
CY  2009  payment  rate  of  APC  0155  is 
approximately  $804.  The  APC  Panel  did 
not  agree  that  HCPCS  code  C9725  is 
comparable  to  the  procedures  in  APC 
0155,  but  the  APC  Panel  recommended 
that  CMS  reassign  the  HCPCS  code 
C9725  to  an  appropriate  device¬ 
dependent  APC  based  on  median  cost 
data. 

Further  analysis  of  the  latest  CY  2007 
claims  data  used  for  this  final  rule  with 
comment  period  revealed  limited  data 
for  HCPCS  code  C9725,  with  variable 
costs  over  the  past  3  years,  leading  us 
to  conclude  that  this  service  is  rarely 
performed  on  Medicare  beneficiaries  in 
the  HOPD.  We  do  not  agree  with  the 
commenters’  recommendation  to  either 
retain  this  procedure  in  New 


Technology  APC  1507  for  1  more  year 
or  to  reassign  it  to  clinical  APC  0155  in 
the  Anal/Rectal  Procedures  series  for  CY 
2009.  Currently  we  do  not  have  an 
identified  device-dependent  APC  under 
the  OPPS  that  would  be  an  appropriate 
assignment  for  HCPCS  code  C9725,  and 
there  is  no  Level  II  HCPCS  code  that 
describes  the  device  that  is  inserted  into 
the  body  that  would  be  reported  with 
the  procedure.  Therefore,  we  are  not 
adopting  the  APC  Panel’s 
recommendation  to  assign  the  service  to 
an  appropriate  device-dependent  APC 
for  CY  2009. 

However,  after  reexamining  the' 
clinical  characteristics  of  HCPC  code 
C9725,  the  limited  claims  data,  and  our 
expectations  regarding  the  cost  of  the 
procedure,  we  reevaluated  our  proposed 
assignment  for  HCPCS  code  C9725  and 
believe  that  this  service  would  be  more 
appropriately  assigned  to  APC  0148 
(Level  I  Anal/Rectal  Procedures),  based 
on  considerations  of  the  service’s 
clinical  and  resource  characteristics. 
Moreover,  several  commenters 
recommended  an  APC  assignment  for 
HCPCS  code  C9725  in  this  same  clinical 
series.  APC  0148  has  a  final  median  cost 
of  approximately  $378  for  CY  2009,  and 
we  believe  this  APC  will  ensure 
appropriate  payment  for  HCPCS  code 
C9725. 

After  consideration  of  the  public 
comments  received  and  the  APC  Panel 
recommendation,  in  this  final  rule  with 
comment  period,  we  are  modifying  our 
CY  2009  proposal  and  reassigning 
HCPCS  code  C9725  to  APC  0148 
(instead  of  APC  0164),  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$378  for  CY  2009. 

Comment:  One  commenter  supported 
the  proposed  reassignment  of  HCPCS 
code  C9726  from  New  Technology  APC 
1508  to  APC  0028  for  CY  2009,  with  a 
proposed  payment  rate  of  approximately 
$1,412. 

Response:  We  appreciate  the 
commenter’s  support. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  reassign  HCPCS  code 
C9726  to  APC  0028,  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$1,387. 

We  did  not  receive  any  public 
comments  on  the  proposed  assignment 
of  HCPCS  code  C9727  to  APC  0252  or 
our  proposal  related  to  the  deletion  of 
HCPCS  code  C9723.  Therefore,  we  are 
finalizing  our  CY  2009  proposals, 
without  modification,  to  reassign 
HCPCS  code  C9727  to  APC  0252,  which 
has  a  final  CY  2009  APC  median  cost  of 
approximately  $486  and  to  discontinue 
HCPCS  code  C9723  on  December  31, 
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2008.  Table  16,  below,  lists  the  final  CY  indicators  for  HCPCS  codes  C9725, 
2009  APC  assignments  and  status  C9726,  and  C9727. 


Table  16 — CY  2009  APC  Reassignments  of  New  Technology  Procedures  to  Clinical  APCs 


CY  2009  HCPCS  code 

CY  2009  short  descriptor 

CY2008  i 
SI 

CY2008 

APC 

final  CY  ! 
2009  SI  ' 

Final  CY 
2009 

C9725  . 

Placement  of  endorectal  intracavitary  applicator  for  high  ^ 
intensity  brachytherapy. 

S 

1507 

T 

0148 

C9726  . 

Placement  and  removal  (if  performed)  of  applicator  into 
breast  for  radiation  therapy. 

S 

1508 

T 

0028 

C9727  . 

Insertion  of  implants  into  the  soft  palate;  minimum  of 
three  implants. 

S 

1510  ! 

T 

1 

0252 

D.  OPPS  APC-Specific  Policies 

1.  Apheresis  and  Stem  Cell  Processing 
Services 

a.  Low-Density  Lipoprotein  (LDL) 
Apheresis  (APC  0112) 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41798),  we  proposed  to 
continue  our  CY  2008  assignment  of 
CPT  code  36516  (Therapeutic  apheresis; 
with  extracorporeal  selective  adsorption 
or  selective  filtration  and  plasma 
reinfusion)  to  APC  0112  (Apheresis  and 
Stem  Cell  Procedures)  with  a  proposed 
payment  rate  of  approximately  $2,020. 
The  CY  2008  payment  rate  for  this 
service  is  approximately  $1,949. 

Comment:  One  commenter  curgued 
that  the  CY  2007  claims  data  for  CPT 
code  36516  are  skewed  and  would 
result  in  a  CY  2009  payment  rate  for 
APC  0112  that  is  unacceptably  low  for 
hospitals.  The  commenter  stated  that 
LDL  apheresis  is  the  only  procedure  that 
can  be  reported  accurately  using  CPT 
code  36516.  According  to  the 
commenter,  far  fewer  hospitals  have  the 
capability  to  perform  this  procedure 
than  hospitals  that  are  billing  CPT  code 
36516  on  OPPS  claims.  Furthermore, 
the  commenter  asserted  that  hospitals 
systematically  underreport  costs  for  CPT 
code  36516,  resulting  in  a  median  cost 
for  CPT  code  36516  that  is  undervalued 
by  an  estimated  $1,000,  and  a  median 
cost  for  APC  0112  that  is  undervalued 
by  an  estimated  $150  to  $200.  The 
commenter  recommended  that  CMS 
initiate  an  investigation  or  provide 
instruction  on  how  to  rectify  the 
misreporting  of  the  procedure  described 
by  CPT  code  36516,  and  remove  all 
claims  for  CPT  code  36516  from  the 
median  calculation  upon  which  the 
payment  rate  for  APC  0112  is  based. 

Response:  We  do  not  believe  it  is 
necessary  to  alter  our  standard  OPPS 
ratesetting  methodology  to  exclude 
claims  for  CPT  code  36516  from  the 
median  cost  calculation  for  APC  0112  in 
order  to  ensure  appropriate  payment  to 
hospitals  that  will  ensure  access  to  care 
in  CY  2009.  The  payment  rate  for  APC 


0112  has  steadily  increased  since  CY 
2006,  when  the  OPPS  payment  rate  was 
approximately  $1,570.  We  also  note  that 
procedures  described  by  CPT  code 
36516  comprise  only  11  percent  of  the 
CY  2007  single  claims  for  all  services 
that  are  used  to  calculate  the  median 
cost  of  APC  0112.  Furthermore, 
according  to  the  commenter’s  analysis, 
removing  several  hundred  claims  for 
CPT  code  36516  from  the  calculation  of 
the  median  cost  of  APC  0112  would 
lead  to  only  a  small  change  of  $150  to 
$200  in  the  APC’s  median  cost. 

We  have  no  reason  to  believe  that 
hospitals  are  misreporting  services  with 
CPT  code  36516  and  note  that  we  do  not 
specify  the  methodologies  that  hospitals 
must  use  to  set  charges  for  this,  or  any 
other,  procedure.  The  calculation  of 
OPPS  payment  weights  that  reflect  the 
relative  resources  required  for  HOPD 
services  is  the  foundation  of  the  OPPS, 
and  we  also  see  no  reason  why  hospitals 
would  systemically  underreport  the 
costs  of  the  procedure  described  by  CPT 
code  36516. 

We  rely  on  hospitals  to  bill  all  HCPCS 
codes  accurately  in  accordance  with 
their  code  descriptors  and  CPT  and 
CMS  instructions,  as  applicable,  and  to 
report  charges  on  claims  and  charges 
and  costs  on  their  Medicare  cost  report 
appropriately.  In  both  the  January  2005 
OPPS  quarterly  update.  Transmittal  423, 
Change  Request  3632,  issued  on  January 
6,  2005,  and  the  January  2006  OPPS 
quarterly  update.  Transmittal  804, 
Change  Request  4250,  issued  on  January 
3,  2006,  we  provided  instructions  to 
hospitals  on  how  to  correctly  report 
items  and  services  associated  with  the 
procedure  described  by  CPT  code 
36516.  Specifically,  we  instructed 
hospitals  to  bill  supply  charges  either  by 
including  them  in  the  charge  for  CPT 
code  36516  or  by  using  an  appropriate 
supply  revenue  code  when  using  CPT 
code  36516  to  report  extracorporeal 
selective  absorption  of  selective 
filtration  and  plasma  reinfusion  for 
indications  such  as  familial 
hypercholesterolemia.  We  further 


emphasized  that,  in  every  case, 
hospitals  should  report  the  codes  that 
most  accurately  describe  the  therapeutic 
apheresis  service  that  is  being 
furnished.  We  continue  to  expect 
hospitals  to  report  the  services 
described  by  CPT  code  36516  accurately 
as  we  have  instructed,  and  see  no 
current  basis  for  questioning  the  charges 
hospitals  report  on  their  claims  and  on 
their  Medicare  cost  reports  for  this 
service. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  calculate  the  payment 
rate  for  APC  0112  by  applying  our 
standard  OPPS  ratesetting  methodology 
that  relies  on  all  single  claims  for  all 
procedures  assigned  to  the  APC.  The 
final  CY  2009  median  cost  of  APC  0112 
is  approximately  $1,988. 

b.  Bone  Marrow  and  Stem  Cell 
Processing  Services  (APC  0393) 

For  CY  2008,  we  discontinued 
recognizing  HCPCS  code  G0267  (Bone 
marrow  or  peripheral  stem  cell  harvest, 
modification  or  treatment  to  eliminate 
cell  type(s))  for  depletion  services  for 
hematopoietic  progenitor  cells)  for 
payment  under  the  OPPS  and  deleted 
the  HPCPCS  code  effective  January  1, 
2008  (72  FR  66821  through  668231 
Instead,  we  recognized  the  specific  CPT 
codes  that  describe  these  services, 
which  include:  CPT  codes  38210 
(Transplant  preparation  of 
hematopoietic  progenitor  cells;  specific 
cell  depletion  within  harvest,  T-cell 
depletion);  38211  (Transplant 
preparation  of  hematopoietic  progenitor 
cells;  tumor  cell  depletion);  38212 
(Transplant  preparation  of 
hematopoietic  progenitor  cells;  red 
blood  cell  removal);  38213  (Transplant 
preparation  of  hematopoietic  progenitor 
cells;  platelet  depletion);  38214 
(Transplant  preparation  of 
hematopoietic  progenitor  cells;  plasma 
(volume)  depletion);  and  38215 
(Transplant  preparation  of 
hematopoietic  progenitor  cells;  cell 
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concentration  in  plasma,  mononuclear, 
of  buffy  coat  layer). 

For  CY  2008,  we  assigned  CPT  codes 
38210  through  38215  to  APC  0393  with 
other  red  hlood  cell  and  plasma 
handling  and  testing  services  and 
renamed  APC  0393  “Hematologic 
Processing  and  Studies”  so  that  the  APC 
title  more  accurately  describes  all  the 
services  assigned  to  the  APC.  We 
maintained  a  status  indicator  of  “S”  for 
APC  0393.  The  data  for  the  predecessor 
code,  HCPCS  code  G0267,  was  also 
assigned  to  APC  0393.  The  CY  2008 
payment  for  APC  0393  is  approximately 
$363,  based  on  an  APC  median  cost  of 
approximately  $397,  the  same  median 
cost  as  HCPCS  code  G0267  in  CY  2008. 
As  we  stated  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66823),  it  is  consistent  with  our  general 
practice  under  the  OPPS  to  make 
payment  based  on  historical  claims  data 
for  the  predecessor  HCPCS  code  until 
we  have  more  specific  hospital  resource 
data  available  to  assess  the  specific  CPT 
codes  for  possible  APC  reassignment.  In 
the  CY  2009  OPPS/ASC  proposed  rule, 
we  did  not  propose  to  change  the  APC 
assignments  for  CPT  codes  38210 
through  38215  for  CY  2009.  The  CY 
2009  proposed  payment  for  APC  0393 
was  approximately  $398. 

Comment:  One  commenter  asserted 
that  CPT  codes  38210  and  38211  were 
inappropriately  assigned  to  APC  0393 
because  the  other  services  in  APC  0393 
are  not  related  to  stem  cell  purification 
and  transplantation  and  because  the 
supplies  and  clinical  staff  costs  are 
significantly  more  than  the  proposed 
payment  rate  for  these  two  services.  The 
commenter  recommended  that  CMS 
reassign  these  services  to  APC  0112 
(Apheresis  and  Stem  Cell  Procedures), 
reasoning  that  the  codes  for  T-cell  and 
tumor  cell  depletion  are  more  similar 
clinically  and  in  terms  of  costs  to  other 
services  assigned  to  APC  0112. 

Response:  As  we  stated  in  the  CY 
2008  OPS/ASC  final  rule  with  comment 
period  (72  FR  66823),  we  believe  that 
our  assignment  of  CPT  codes  38210 
through  38215  to  APC  0393  will  pay 
appropriately  for  these  CPT  codes  while 
we  collect  more  specific  data  on  their 
individual  resource  costs.  We  continue 
to  believe  that  the  two  specific  services 
for  T-cell  or  tumor  cell  depletion  during 
preparation  of  hematopoietic  progenitor 
cells  for  transplantation  are  more 
clinically  similar  to  those  services  in 
APC  0393  than  in  APC  0112,  which 
contains  procedures  for  extracorporeal 
adsorption  during  therapeutic  apheresis 
that  involves  reinfusion  of  plasma  into 
the  patient  and  bone  marrow  and  stem 
cell  collection  and  transplantation, 
rather  than  cell  processing.  We  note  that 


the  final  median  cost  for  APC  0112  for 
CY  2009,  is  approximately  $1,988,  while 
the  final  median  cost  for  APC  0393  is 
approximately  $391.  There  were  no 
claims  submitted  for  CPT  code  38210  in 
CY  2008.  In  addition,  there  was  one 
claim  for  CPT  code  38211  available  for 
raiesetting,  with  a  median  cost  of  about 
$201.  Further,  there  were  125  claims  for 
HCPCS  code  G0267  available  for 
ratesetting,  with  a  final  median  cost  of 
$391.  Based  on  these  cost  data,  we 
continue  to  believe  that  APC  0393  will 
pay  more  appropriately  for  CPT  codes  • 
38210  and  38211  while  we  collect  more 
specific  data  on  their  individual 
resource  costs. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  maintain  CPT  codes 
38210  and  38211  in  APC  0393,  with  a 
final  CY  2009  APC  median  cost  of 
approximately  $391. 

2.  Genitourinary  Procedures 

a.  Implant  Injection  for  Vesicoureteral 
Reflux  (APC  0163) 

Following  publication  of  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period,  several  members  of  the  public 
contacted  us  to  express  their  concerns 
regarding  inadequate  payment  for  CPT 
code  52327  (Cystourethroscopy, 
including  ureteral  catheterization,  with 
subureteric  injection  of  implant 
material).  The  CY  2008  OPPS  payment 
for  this  procedure,  which  is  assigned  to 
APC  0162  (Level  III  Cystourethroscopy 
and  other  Genitourinary  Procedures),  is 
approximately  $1,578.  From  the 
perspective  of  these  stakeholders,  the 
CY  2008  assignment  of  CPT  code  52327 
to  APC  0162  provides  inadequate 
payment  to  cover  the  hospital’s  cost  for 
the  procedure,  which  they  asserted 
requires  expensive  implant  material. 
Specifically,  they  stated  that  the 
currently  available  CPT  and  Level  II 
HCPCS  codes  lack  the  specificity 
needed  to  properly  account  for  the  cost 
of  the  ureteral  implant,  dextranomer/ 
hyaluronic  acid,  the  only  FDA  approved 
product  for  the  procedure.  In  addition  to 
receiving  several  letters  on  this  subject, 
we  also  met  with  stakeholders  about  the 
concerns  of  pediatric  urologists 
regarding  decreased  access  to  and 
inadequate  payment  for  performance  of 
this  procedure. 

At  the  March  2008  APC  Panel 
meeting,  a  presenter  requested  that  the 
APC  Panel  recommend  reassignment  of 
CPT  code  52327  from  APC  0162  to  APC 
0385  (Level  I  Prosthetic  Urological 
Procedures).  The  presenter  indicated 
that  while  CPT  code  52327  is  clinically 
similar  to  other  procedures  assigned  to 


APC  0162,  it  is  not  similar  in  terms  of 
resource  utilization.  The  presenter 
stated  that  CPT  code  52327  is  the  only 
procedure  assigned  to  APC  0162  that 
uses  a  high  cost  implant,  with  a  stated 
cost  of  $1,045  per  milliliter.  The  APC 
Panel  recommended  that  CMS  consider 
reassigning  CPT  code  52327  to  a  more 
appropriate  APC. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41477),  we  proposed  to 
reassign  CPT  code  52327  from  APC 
0162  to  APC  0163  (Level  IV 
Cystourethroscopy  and  other 
Genitourinary  Procedures),  with  a 
proposed  payment  rate  of  approximately 
$2,392. 

Comment:  One  commenter  supported 
the  proposed  reassignment  of  CPT  code 
52327  from  APC  0162  to  APC  0163. 
However,  the  commenter  expressed 
concern  that  the  proposed  payment  rate 
for  the  service  is  still  inadequate.  The 
commenter  contended  that  until  , 
hospitals  are  able  to  report  the  implant 
material  with  a  separate  HCPCS  code, 
the  procedure  would  continue  to  be 
inadequately  paid  under  APC  0163. 
Another  commenter  also  expressed 
support  for  the  proposed  reassignment 
of  CPT  code  52327  to  APC  0163  from 
APC  0162.  However,  the  commenter 
noted  that  the  proposed  increase  in 
payment  was  less  than  the  cost  of  a 
single  vial  of  the  implant  material  and 
that  it  is  not  uncommon  for  more  than 
one  vial  to  be  used  during  a  procedure. 
The  commenter  argued  that  Medicare 
claims  data  do  not  accurately  reflect  the 
cost  of  the  implant  for  several  reasons, 
specifically  that  the  procedure  is 
primarily  a  pediatric  procedure  with 
few  Medicare  claims  and  that  there  is  no 
unique  HCPCS  code  to  describe  the 
implant  product. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal  to 
reassign  CPT  code  52327  fi-om  APC 
0162  to  APC  0163  for  CY  2009.  We 
continue  to  believe  that  APC  0163  will 
provide  appropriate  payment  for  this 
surgical  procedure,  including  the  cost  of 
the  ureteral  implant  material,  in  CY 
2009.  As  we  noted  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41477), 
a  number  of  the  procedures  also 
assigned  to  APC  0163  are  clinically 
similar  to  CPT  code  52327,  involving 
the  use  of  a  cystoscope  and  the 
implantation  of  devices. 

There  is  a  new  Level  II  HCPCS  code 
for  CY  2009,  HCPCS  code  L8604 
(Injectable  bulking  agent,  dextranomer/ 
hyaluronic  acid  copolymer  implant, 
urinary  tract,  1  ml),  that  describes  an 
implant  that  may  be  used  in  the 
procedure  reported  with  CPT  code 
52327.  However,  with  the  exception  of 
implantable  devices  that  are  subject  to 
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transitional  pass-through  payment  for  a 
limited  time  period,  under  the  OPPS, 
regardless  of  the  availability  of  HCPCS 
codes  specific  to  implantable  devices, 
Medicare  makes  payment  for  those 
implantable  devices  through  payment 
for  the  associated  surgical  procedure. 
According  to  our  regulations  at 
§  419.2(b),  the  OPPS  establishes  a 
national  payment  rate  that  includes 
operating  and  capital  jelated  costs  that 
are  directly  related  and  integral  to 
performing  a  procedure  or  furnishing  a 
service  on  an  outpatient  basis  including, 
but  not  limited  to,  implantable 
prosthetics,  implantable  durable 
medical  equipment,  and  medical  and 
surgical  supplies.  Therefore,  HCPCS 
code  L8604  is  assigned  an  interim  CY 
2009  status  indicator  of  “N”  in 
Addendum  B  to  this  final  rule  with 
comment  period,  to  indicate  that  its 
payment  is  unconditionally  packaged  in 
all  cases.  We  also  note  that,  because 
HCPCS  code  L8604  is  a  new  code  for  CY 
2009,  it  is  assigned  comment  indicator 
“NI”  in  Addendum  B  to  this  final  rule 
with  comment  period,  indicating  that  its 
interim  OPPS  treatment  is  open  to 
public  comment  on  this  final  rule  with 
comment  period. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  reassign  CPT  code 
52327  fi-om  APC  0162  to  APC  0163, 
with  a  final  CY  2009  APC  median  cost 
of  approximately  $2,316. 

b.  Laparoscopic  Ablation  of  Renal  Mass 
(APC  0132) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  the 
assignment  of  CPT  code  50542 
(Laparoscopy,  surgical:  ablation  of  renal 
mass  lesion(s))  to  APC  0132  (Level  III 
Laparoscopy),  with  a  proposed  payment 
rate  of  approximately  $4,715.  The  CY 
2008  payment  rate  for  APC  0132  is 
approximately  $4,437. 

Comment:  Several  commenters 
disagreed  with  the  proposed  continued 
assignment  of  CPT  code  50542  to  APC 
0132.  They  indicated  that  the  service 
described  by  CPT  code  50542  is  not 
similar,  in  terms  of  clinical 
characteristics  or  resource  costs,  to  the 
other  procedures  in  APC  0132.  The 
commenters  further  asserted  that  APC 
0132  does  not  accurately  reflect  the 
hospital  costs  required  to  perform  the 
procedure  on  an  outpatient  basis,  which 
may  be  performed  by  cryoablation  or 
radiofirequency  ablation.  They 
recommended  that  CMS  create  a  new 
clinical  APC  in  the  laparoscopy  series  in 
order  to  improve  both  the  clinical  and 
resource  homogeneity  of  the 


laparoscopy  APCs  and  reassign  CPT 
code  50542  to  this  new  clinical  APC. 

Response:  CPT  code  50542  was 
implemented  on  January  1,  2003,  and 
from  CYs  2003  through  2005,  this 
service  was  assigned  to  APC  0131  (Level 
II  Laparoscopy).  As  discussed  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68604),  a  CY  2006  OPPS 
proposed  rule  commenter  recommended 
that  we  reassign  CPT  code  50542  from 
APC  0131  to  APC  0132  to  adequately 
pay  for  the  cost  of  performing  this 
procedure.  We  examined  our  CY  2004 
hospital  outpatient  claims  used  for  CY 
2006  ratesetting  and  concluded  that  a 
reassignment  to  APC  0132  was 
warranted.  For  CY  2009,  our  analysis  of 
the  CY  2007  hospital  outpatient  claims 
data  used  for  CY  2009  ratesetting 
revealed  a  HCPCS  code-specific  median 
cost  of  approximately  $8,225  for  CPT 
code  50542,  which  is  substantially 
higher  than  the  APC  median  cost  of 
approximately  $4,515  for  APC  0132.  We 
also  found,  after  further  examination  of 
all  of  the  procedures  currently  assigned 
to  APC  0132,  that  CPT  code  47370 
(Laparoscopy,  surgical,  ablation  of  one 
or  more  liver  tumor(s);  radiofrequency) 
that  describes  another  laparoscopic  . 
ablation  procedure  has  a  HCPCS  code¬ 
specific  median  cost  of  approximately 
$6,520,  which  is  also  significantly 
higher  than  the  median  cost  for  APC 
0132.  While  there  are  numerous 
procedures  assigned  to  APC  0132,  most 
are  low  volume  and  only  1  procedure 
has  significant  volume  consisting  of  862 
single  claims,  with  a  HCPCS  code¬ 
specific  median  cost  of  approximately 
$4,651,  significantly  lower  than  the 
median  costs  of  the  2  ablation 
procedures.  Based  on  these  findings,  we 
believe  that  creation  of  a  new  clinical 
APC,  specifically  APC  0174  (Level  IV 
Laparoscopy)  with  status  indicator  “T,” 
and  the  reassignment  of  both  CPT  codes 
50542  and  47370  for  laparoscopic 
ablation  procedures  to  this  new  APC, 
are  the  most  appropriate  approaches  to 
ensuring  clinical  and  resource 
homogeneity  within  APC  0132  and  new 
APC  0174. 

After  consideration  of  the  public 
comments  received,  we  are  modifying 
our  CY  2009  proposed  configuration  of 
APC  0132  by  reassigning  CPT  codes 
50542  and  47370  from  APC  0132  to  new 
clinical  APC  0174  for  laparoscopic 
procedures,  which  has  a  final  CY  2009 
APC  median  cost  of  approximately 
$7,731.  Reconfigured  APC  0132  has  a 
final  CY  2009  APC  median  cost  of 
approximately  $4,515. 


c.  Percutaneous  Renal  Crvoablation 
(APC  0423) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
CPT  code  50593  (Ablation,  renal 
tumor(s),  unilateral,  percutaneous, 
cryotherapy)  to  APC  0423  (Level  II 
Percutaneous  Abdominal  and  Biliary 
Procedures)  for  CY  2009,  with  a 
proposed  payment  rate  of  approximately 
$3,028.  This  CPT  code  was  new  in  CY 
2008;  however,  the  same  service  was 
previously  described  by  CPT  code 
0135T  (Ablation  renal  tumor(s), 
unilateral,  percutaneous,  cryotherapy). 
We  note  that  in  CY  2007,  based  upon 
the  APC  Panel’s  recommendation  made 
at  its  March  2006  meeting,  we 
reassigned  CPT  code  50593  (then  CPT 
code  0135T)  from  APC  0163  (Level  IV 
Cystourethroscopy  and  other 
Genitourinary  Procedures)  to  APC  0423, 
with  a  payment  rate  of  approximately 
$2,297  in  CY  2007.  We  expected 
hospitals,  when  reporting  CPT  code 
50593,  to  also  report  the  device  HCPCS 
code,  C2618  (Probe,  cryoablation), 
associated  with  the  procedure. 

Comment:  Several  commenters 
disagreed  with  the  proposed  continued 
APC  assignment  of  CPT  code  50593  to 
APC  0423.  The  commenters  believed 
that  the  proposed  payment  rate  for  APC 
0423  does  not  accurately  reflect  the 
costs  incurred  by  hospitals  that  perform 
CPT  code  50593,  and  recommended  that 
CMS  assign  this  procedure  to  its  own 
APC  and  base  payment  for  that  APC  on 
the  mean  cost  of  CPT  code  50593.  They 
also  believed  that  the  proposed 
inadequate  payment  rate  for  CPT  code 
50593  is  attributable  to  the  use  of  claims 
data  that  do  not  accurately  capture  the 
full  costs  of  CPT  code  50593. 

Response:  Based  on  our  review  of  the 
procedures  assigned  to  APC  0423,  the 
public  comments  received,  and  the  CY 
2006  recommendation  of  the  APC  Panel 
regarding  renal  cryoablatiori,  we  believe 
that  we  have  appropriated  assigned 
CPT  code  50593  to  APC  0423  for  CY 
2009  based  on  clinical  and  resource 
considerations.  We  continue  to  believe 
that  CPT  code  50593  is  appropriately 
assigned  to  APC  0423  because  it  is 
grouped  with  other  procedures  that 
share  similar  clinical  and  resource 
characteristics.  Further  examination  of 
the  procedures  assigned  to  APC  0423 
revealed  that  the  HCPCS  code-specific 
median  costs  of  these  services  are  all 
similar,  ranging  from  $2,875  to  $3,959. 

In  regard  to  the  commenters’  request 
that  CMS  assign  CPT  code  50593  to  its 
own  APC  and  provide  payment  based 
on  the  mean  cost  of  this  procedure,  it 
has  been  our  policy  since  the 
implementation  of  the  OPPS  that  the 
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I  final  APC  relative  weights  and  payment 
rates  are  based  on  median  hospital 
I  costs,  not  mean  costs,  for  the  clinical 

APC  groups.  The  OPPS  relies  on  the 
relativity  of  costs  for  procedures  as 
reported  by  hospitals  in  establishing 
payment  rates,  and  we  do  not  believe  it 
would  be  appropriate  to  utilize  a 
different  payment  methodology  based 
on  mean  cost  for  one  APC,  while  the 
payment  rates  for  the  other  clinical 
APCs  would  be  based  on  median  costs. 
Mean  and  median  costs  are  two 
different  statistical  measures  of  central 
tendency  and,  based  on  common 
distributions,  mean  costs  typically  are 
higher  than  median  costs.  Therefore,  we 
do  not  believe  it  would  be  appropriate 
to  use  a  combination  of  these  measures 
to  establish  the  payment  weights  for 
different  clinical  APCs  under  the  OPPS. 

Comment:  Some  comment ers 
requested  that  CMS  designate  CPT  code 
50593  as  a  device-dependent  procedure. 
They  requested  that  CMS  establish  a 
claims  processing  edit  to  ensure  that  the 
device  HCPCS  code  C2618  (Probe, 
cryoablation),  used  during  the 
procedure,  is  reported  on  percutaneous 
renal  cryoablation  claims  to  ensure 
correctly  coded  claims  for  future 
ratesetting  that  accurately  reflect 
hospitals’  costs  for  CPT  code  50593. 
Commenters  indicated  that  the  failure  of 
hospitals  to  report  the  device  HCPCS  C- 
code  for  the  cryoablation  probe  on 
claims  leads  to  an  underestimation  of 
hospital  costs  for  the  procedure. 

Response:  We  acknowledge  the 
concerns  raised  by  the  commenters 
regarding  hospitals’  failure  to  report  the 
device  HCPCS  code  C2618  with  the 
procedure  in  many  cases.  We  further 
examined  our  CY  2007  claims  data  used 
for  this  final  rule  with  comment  period 
to  determine  the  frequency  of  billing 
CPT  code  50593  with  and  without 
HCPCS  code  C2618.  Our  analysis 
revealed  that  the  CY  2009  final  rule 
median  cost  for  CPT  code  50593  of 
approximately  $3,959,  based  on  118 
single  bills  used  for  CY  2009  ratesetting, 
falls  within  the  range  for  those 
procedures  billed  with  and  without  the 
device  HCPCS  code  C2618.  Specifically, 
our  data  showed  a  median  cost  of 
approximately  $4,632  based  on  48 
single  bills  for  procedures  reported  with 
the  device  HCPCS  code  C2618  and  a 
median  cost  of  about  $2,924  based  on  71 
single  bills  for  those  procedures  billed 
without  the  device  HCPCS  C-code.  (We 
note  that  of  the  119  single  bills  available 
for  CY  2009  ratesetting,  we  trimmed  1 
claim  with  excessively  high  cost  when 
setting  the  CY  2009  final  rule  median.) 
Even  considering  only  those  claims  for 
percutaneous  renal  cryoablation  with 
the  device  HCPCS  code  and  higher 


median  cost,  the  procedure  would  be 
appropriately  assigned  to  APC  0423 
based  on  that  cost.  As  a  result  of  this 
analysis,  which  showed  that  both  claim 
subsets  could  be  appropriately  mapped 
to  APC  0423  based  on  their  costs,  we 
believe  it  continues  to  be  appropriate  to 
use  all  single  claims  for  CPT  code  50593 
for  ratesetting  and  that  the  procedure  is 
appropriately  assigned  to  APC  0423. 

Further,  we  do  not  agree  that  we 
should  create  a  claims  processing  edit 
for  CPT  code  50593  and  HCPCS  code 
C2618  for  the  cryoablation  probe,  nor  do 
we  believe  that  we  should  identify  any 
individual  HCPCS  codes  as  device¬ 
dependent  HCPCS  codes  under  the 
OPPS  for  CY  2009.  We  create  device 
edits,  when  appropriate,  for  procedures 
assigned  to  device-dependent  APCs, 
where  those  APCs  have  been 
historically  identified  under  the  OPPS 
as  having  very  high  device  costs. 

Because  APC  0423  is  not  a  device¬ 
dependent  APC  and  the  costs  of 
percutaneous  renal  cryoablation  with 
and  without  HCPCS  code  C2618  are 
both  within  the  range  of  costs  for 
procedures  assigned  to  APC  0423,  we 
are  not  creating  claims  processing  edits 
for  CY  2009.  Furthermore,  in  the  case  of 
APC  0423,  we  note  that  while  all  of  the 
procedures  assigned  to  this  APC  require 
the  use  of  implantable  devices,  for  many 
of  the  procedures  there  are  no  Level  II 
HCPCS  codes  that  describe  all  of  the 
technologies  that  may  be  used  in  the 
procedures.  Therefore,  it  would  not  be 
possible  for  us  to  develop  procedure-to- 
device  edits  for  most  of  the  CPT  codes 
assigned  to  the  APC. 

We  remind  hospitals  that  they  must 
report  all  of  the  HCPCS  codes  that 
appropriately  describe  the  items  used  to 
provide  services,  regardless  of  whether 
the  HCPCS  codes  are  packaged  or  paid 
separately.  If  hospitals  use  more  than 
one  probe  in  performing  CPT  code 
50593,  we  expect  hospitals  to  report  this 
information  on  the  claim  and  adjust 
their  charges  accordingly.  Hospitals 
should  report  the  number  of 
cryoablation  probes  used  to  perform 
CPT  code  50593  as  the  units  of  HCPCS 
code  C2618  which  describes  these 
devices,  with  their  charges  for  the 
probes.  Since  CY  2005,  we  have 
required  hospitals  to  report  device 
HCPCS  codes  for  all  devices  used  in 
procedures  if  there  are  appropriate 
HCPCS  codes  available.  In  this  way,  we 
can  be  confident  that  hospitals  have 
included  charges  on  their  claims  for 
costly  devices  used  in  procedures  when 
they  submit  claims  for  those  procedures. 

After  consideration  of  all  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  to  assign  CPT 


code  50593  to  APC  0423,  which  has  a 
final  CY  2009  APC  median  cost  of 
approximately  $3,003. 

d.  Magnetic  Resonance  Guided  Focused 
Ultrasound  (MRgFUS)  Ablation  of 
Uterine  Fibroids  (APC  0067) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
CPT  codes  0071T  (Focused  ultrasound 
ablation  of  uterine  leiomyomata, 
including  MR  guidance;  total 
leiomyomata  volume  less  than  200  cc  of 
tissue)  and  0072T  (Focused  ultrasound 
ablation  of  uterine  leiomyomata, 
including  MR  guidance;  total 
leiomyomata  volume  greater  or  equal  to 
200  cc  of  tissue)  to  APC  0067  (Level  III 
Stereotactic  Radiosurgery,  MRgFUS,  and 
MEG),  with  a  payment  rate  of 
approximately  $3,664.  The  CY  2008 
payment  rate  for  these  services  is 
approximately  $3,930.  Further,  at  its 
August  2008  meeting,  the  APC  Panel 
recommended  that  CMS  maintain  the 
APC  assignment  for  both  procedures, 
specifically  CPT  codes  0071T  and 
0072T,  to  APC  0067,  similar  to  the 
recommendation  the  APC  Panel  made 
for  these  procedures  at  its  March  2007 
meeting. 

Comment:  Several  commenters 
commended  CMS  for  its  proposal  to 
assign  the  MRgFUS  procedures, 
specifically  CPT  codes  0071T  and 
0072T,  to  APC  0067  because  of  their 
clinical  similarity  to  other  services  also 
assigned  to  that  APC.  However,  the 
commenters  disagreed  with  the 
proposed  payment  rate  of  $3,664  for 
these  procedures.  They  claimed  that  the 
payment  rate  for  the  procedures 
continues  to  be  lower  than  the  hospital 
costs  incurred  to  provide  the  services 
and  does  not  accurately  reflect  all  of  the 
components  required  to  perform  the 
MRgFUS  procedures.  They  asserted  that 
the  proposed  payment  rate  does  not 
include  payment  for  the  treatrhent 
planning  required  to  perform  the 
procedure.  The  commenters 
recommended  that  CMS  reassign  CPT 
codes  0071T  and  0072T  to  another  APC 
in  the  same  clinical  series,  specifically 
APC  0127  (Level  IV  Stereotactic 
Radiosurgery,  MRgFUS,  and  MEG),  with 
a  proposed  payment  rate  of 
approximately  $7,608,  because 
assignment  to  this  APC  would  provide 
more  appropriate  payment  for  the 
hospital  resources  needed  to  perform 
the  procedures. 

Response:  We  disagree  that  the 
MRgFUS  procedures  are  clinically 
similar  to  the  single  multi-source  cobalt- 
based  stereotactic  radiosurgery  (SRS) 
service  that  is  currently  assigned  to  APC 
0127,  and  which  we  believe  requires 
significantly  greater  hospital  resources. 
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The  SRS  procedure  is  generally 
performed  on  intracranial  lesions,  and 
requires  immobilization  of  the  patient’s 
head  using  a  frame  that  is  applied  to  the 
skull.  Several  hundred  converging 
beams  of  gamma  radiation  are  then 
applied  to  the  target  lesion,  requiring 
their  accurate  placement  to  the  fraction 
of  a  millimeter.  In  contrast,  during 
MRgFUS,  magnetic  resonance  imaging 
guidance  is  utilized  to  confirm  tissue 
heating,  while  multiple  sonications  at 
various  points  in  the  fibroid  treatment 
area  are  executed  until  the  entire  target 
volume  has  been  treated. 

Our  analysis  of  the  latest  CY  2007 
hospital  outpatient  claims  data  indicates 
that  MRgFUS  procedures  are  rarely 
performed  on  Medicare  beneficiaries.  As 
we  stated  in  the  CY  2006  OPPS  final 
rule  with  comment  period  (70  FR 
68600)  and  in  the  CYs  2007  and  2008 
OPPS/ASC  final  rules  with  comment 
period  (71  FR  68050  and  72  FR  66710, 
respectively),  because  treatment  of 
uterine  fibroids  is  most  common  among 
women  younger  than  65  years  of  age,  we 
expect  very  limited  Medicare  claims  for 
these  procedures.  In  fact,  for  claims 
submitted  from  CYs  2005  through  2007, 
our  claims  data  showed  that  there  were 
only  two  claims  for  CPT  code  0071T  in 
CY  2005,  one  claim  in  CY  2006,  and 
again  only  one  claim  in  CY  2007.  There 
were  no  claims  submitted  for  CPT  code 
0072T  from  CYs  2005  through  2007. 
Therefore,  we  have  no  reliable 
information  from  hospital  claims 
regarding  the  costs  of  MRgFUS 
procedures.  However,  we  continue  to 
believe  that  the  clinical  and  expected 
resource  characteristics  for  these 
procedures  resemble  the  first  or 
complete  session  linear  accelerator- 
based  SRS  treatment  delivery  services 
that  also  are  assigned  to  APC  0067. 

Further,  in  response  to  a  public 
comment  letter  that  was  presented  at  its 
August  2008  meeting,  the  APC  Panel 
reiterated  its  March  2007 
recommendation  to  maintain  the  current 
placement  of  CPT  codes  0071T  and 
0072T  in  APC  0067  for  CY  2009.  At  that 
meeting,  a  stakeholder  reported  that  the 
reason  for  requesting  the  reassignment 
of  the  MRgFUS  procedures  from  APC 
0067  to  APC  0127  is  to  set  the  standard 
payment  rate  for  other  payers  because 
many  of  them  base  their  payment  rates 
on  Medicare  rates.  We  remind  hospitals 
that  the  payment  rates  set  for  the 
services,  procedures,  and  items  paid 
under  the  OPPS  are  based  mainly  on 
costs  from  hospitals’  claims,  and  are 
established  in  accordance  with  the 
payment  policies  of  the  OPPS  to  provide 
appropriate  payment  for  the  care  of 
Medicare  beneficiaries.  Non-Medicare 


payers  set  their  own  payment  rates 
based  on  their  payment  policies. 

After  consideration  of  the  public 
comments  received  and  the  APC  Panel 
recommendations  from  its  March  2007 
and  August  2008  meetings,  we  are 
finalizing  our  CY  2009  proposal, 
without  modification,  to  continue  to 
assign  CPT  codes  0071T  and  0072T  to 
APC  0067,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $3,718. 

e.  Prostatic  Thermotherapy  (APC  0429) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  the 
assignment  of  CPT  codes  53850 
(Transurethral  destruction  of  prostate 
tissue:  by  microwave  thermotherapy) 
and  53852  (Transurethral  destruction  of 
prostate  tissue;  by  radiofrequency 
thermotherapy)  to  APC  0429  (Level  V 
Cystourethroscopy  and  other 
Genitourinary  Procedures)  for  CY  2009, 
with  a  proposed  payment  rate  of 
approximately  $3,016. 

Comment:  One  commenter,  who 
stated  that  CPT  codes  53850  and  53852 
were  assigned  to  APC  0163,  urged  CMS 
to  investigate  whether  these  procedures 
were  correctly  assigned  to  APC  0163  as 
the  commenter  believed  that  APC  0429 
would  be  a  more  appropriate 
assignment  for  the  procedures  based  on 
clinical  and  resource  considerations. 
The  commenter  recommended  that  the 
APC  assigilments  of  CPT  codes  53850 
and  53852  be  discussed  at  the  next  APC 
Panel  meeting. 

Response:  As  we  stated  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66709),  as  part 
of  our  annual  review,  we  examine  the 
APC  assignments  for  all  items  and 
services  under  the  OPPS  for  appropriate 
placements  in  the  context  of  our 
proposed  policies  for  the  update  year. 
This  review  involves  careful  and 
extensive  analysis  of  our  hospital 
outpatient  claims  data,  as  well  as  input 
from  our  medical  advisors,  the  APC 
Panel,  and  the  public.  As  stated  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66709),  we 
agreed  with  a  commenter  on  the  CY 
2008  OPPS/ASC  proposed  rule  that 
reassignment  of  CPT  codes  53850  and 
53852  to  APC  0429  with  a  CY  2008 
median  cost  of  approximately  $2,844 
would  be  appropriate,  based  on  their 
clinical  and  resource  similarities  with 
other  procedures  to  destroy  prostate 
tissue  also  residing  in  that  APC.  We 
proposed  to  continue  to  assign  these 
two  procedures  to  APC  0429  for  CY 
2009;  therefore,  our  proposed 
assignment  already  reflected  the 
commenter’s  requested  assignment. 
Consequently,  because  CPT  codes  53850 
and  53852  are  already  assigned  to  APC 


0429,  we  do  not  see  the  need  to  discuss 
this  issue  at  the  next  APC  Panel 
meeting. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal,  without 
modification,  to  continue  to  assign  CPT 
codes  53850  and  53852  to  APC  0429, 
with  a  final  CY  2009  APC  median  cost 
of  approximately  $2,958. 

3.  Nervous  System  Procedures 

a.  Magnetoencephalographv  (MEG) 

(APC  0067) 

APC  0067  (Level  III  Stereotactic 
Radiosurgery,  MRgFUS  and  MEG),  with 
a  proposed  CY  2009  payment  rate  of 
approximately  $3,664,  contains  five 
HCPCS  codes:  CPT  code  95965 
(Magnetoencephalography,  recording 
and  analysis;  for  spontaneous  brain 
magnetic  activity  (e.g.,  epileptic  cerebral 
cortex));  HCPCS  code  G0173  (Linear 
accelerator-based  stereotactic 
radiosurgery,  complete  course  of 
therapy  in  one  session):  HCPCS  code 
G0399  (Image-guided  robotic  linear 
accelerator-based  stereotactic 
radiosurgery,  complete  course  of 
therapy  in  one  session  or  first  session  of 
fractionated  treatment):  CPT  code  0071T 
(Focused  ultrasound  ablation  of  uterine 
leiomyomata,  including  MR  guidance: 
total  leiomyomata  volume  less  than  200 
cc  of  tissue);  and  CPT  code  0072T 
(Focused  ultrasound  ablation  of  uterine 
leiomyomata,  including  MR  guidance; 
total  leiomyomata  volume  greater  or 
equal  to  200  cc  of  tissue).  In  March 
2007,  the  APC  Panel  recommended  that 
CPT  code  95965  be  placed  in  APC  0067. 
Given  the  clinical  and  resource 
similarities  among  GPT  code  95965  and 
the  other  existing  codes  in  APC  0067, 
we  agreed  and  reassigned  CPT  code 
95965  to  APC  0067,  to  which  it  was 
assigned  for  the  CY  2008  OPPS  with  a 
payment  rate  of  approximately  $3,930. 
At  its  August  2008  meeting,  the  APC 
Panel  recommended  that  CMS  retain 
CPT  code  95965  in  APC  0067  for  CY 
2009. 

Comment:  One  commenter  objected  to 
the  proposed  reduction  in  payment  for 
APC  0067,  on  the  basis  that  it  would 
reduce,  by  approximately  $300,  the  CY 
2009  payment  for  the  service  reported 
under  CPT  code  95965,  compared  to  the 
CY  2008  payment  rate.  The  commenter 
asked  that  CMS  determine  whether  the 
claims  from  the  hospital  in  which  the 
commenter  furnished  services  were 
included  in  the  set  of  single  bills  used 
to  calculate  the  proposed  payment  rate. 

Response:  Our  final  rule  data  show  a 
median  cost  for  APC  0067  of 
approximately  $3,718  and  a  median  cost 
for  CPT  code  95965  of  approximately 
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$2,227.  We  agree  with  the  APC  Panel 
that  CPT  code  95965  is  clinically 
compatible  with  the  other  services 
assigned  to  APC  0067  and  that  the 
median  cost  for  CPT  code  95965,  while 
somewhat  lower  than  the  median  costs 
of  the  other  services  also  assigned  to  the 
APC,  is  consistent  with  the  CPT  code’s 
assignment  to  APC  0067.  The  process 
we  use  to  select  the  claims  used  in  the 
calculation  of  the  OPPS  rates  is 
discussed  in  section  II.  of  this  final  rule 
with  comment  period.  We  make  the 
claims  we  use  for  ratesetting  available 
for  public  examination  and  analysis 
through  the  limited  and  identifiable 
OPPS  data  sets  so  that  the  public  may 
review  them  if  there  are  questions  about 
particular  claims  used  to  set  the  rates 
under  the  OPPS.  Information  on  these 
files  is  available  on  the  CMS  Web  site 
at:  http:/ /wvm'.cms.hhs.gov/ 
UmitedDataSets/06_HospitalOPPS.asp. 

After  consideration  of  the  public 
comment  received,  we  are  retaining  the 
assignment  of  CPT  code  95965  to  APC 
0067  for  CY  2009,  as  recommended  by 
the  APC  Panel,  with  a  final  CY  2009 
APC  median  cost  of  approximately 
$3,718. 

b.  Chemodenervation  (APC  0204)  ^ 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  our 
assignment  of  CPT  code  64612 
(Chemodenervation  of  muscle(s); 
muscle(s)  innervated  by  facial  nerve 
(e.g.,  for  blepharospasm,  hemifacial 
spasm)  to  APC  0204  (Level  I  Nerve 
Injections),  with  a  proposed  payment 
rate  of  approximately  $165.  The  CY 
2008  payment  rate  for  this  service  is 
approximately  $148.  In  addition,  for  CY 
2009,  we  proposed  to  reassign  CPT 
codes  64613  (Chemodenerv'^ation  of 
muscle(s);  neck  muscle(s)  (e.g.,  for 
spasmodic  torticollis,  spasmodic 
dysphonia))  and  64614 
(Chemodenervation  of  muscle(s); 
extremity(s)  and/or  trunk  muscle(s) 

(e.g.,  for  dystonia,  cerebral  palsy, 
multiple  sclerosis))  from  APC  0204  to 
APC  0206  (Level  II  Nerve  Injections), 
with  a  proposed  payment  rate  of 
approximately  $243. 

Comment:  Several  commenters 
requested  that  CMS  reassign  CPT  code 
64612  from  APC  0204  to  APC  0206,  the 
same  APC  to  which  CMS  proposed  to 
assign  CPT  codes  64613  and  64614. 
Commenters  claimed  that  CPT  code 
64612  is  clinically  similar  and 
comparable  in  resource  use  to  CPT 
codes  64613  and  64614  and,  therefore, 
believed  that  CPT  code  64612  should 
also  be  assigned  to  APC  0206. 

Response:  CPT  code  64612  has  a 
HCPCS  code-specific  median  cost  of 
approximately  $138,  based  on  over 


5,000  single  claims,  and  we  proposed  to 
assign  this  service  to  APC  0204,  which 
has  a  final  median  cost  of  approximately 
$161.  We  believe  that  APC  0204 
appropriately  reflects  the  hospital 
resource  characteristics  of  CPT  code 

64612  and  provides  appropriate 
payment  to  hospitals  for  this  service. 
Further,  we  believe  that  other 
procedures  currently  assigned  to  APC 
0204  are  similar  to  CPT  code  64612  with 
respect  to  their  clinical  characteristics. 

In  contrast,  CPT  code  64613  has  a 
HCPCS  code-specific  median  cost  of 
approximately  $197  based  on 
approximately  5,700  single  claims. 
Similarly,  CPT  code  64614  has  a  HCPCS 
code-specific  median  cost  of 
approximately  $217  based  on  over  5,700 
single  claims  data.  We  proposed  to 
assign  both  of  these  services  to  APC 
0206,  which  has  a  final  APC  median 
cost  of  approximately  $236.  Our  CY 

2007  claims  data  used  for  this  final  rule 
with  comment  period  revealed  that  the 
hospital  resource  costs  for  CPT  codes 

64613  and  64614  are  significantly 
greater  than  the  hospital  resource  costs 
of  CPT  code  64612.  Therefore,  we 
believe  the  proposed  assignment  of  CPT 
code  64612  to  APC  0204  is  appropriate 
for  CY  2009,  while  CPT  codes  64613 
and  64614  are  more  appropriately 
assigned  to  APC  0206. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  assign  CPT  code  64612 
to  APC  0204,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $161. 

4.  Ocular  Procedures 

a.  Suprachordial  Delivery  of 
Pharmacologic  Agent  (APC  0237) 

In  Addendum  B  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66997),  we  assigned  CPT 
code  0186T  comment  indicator  “NI”  to 
indicate  that  it  was  a  new  code  for  CY 

2008  with  an  interim  payment  status 
subject  to  public  comment  following 
publication  of  that  rule.  In  that  same 
final  rule  with  comment  period,  we  also 
made  an  interim  assignment  of  CPT 
code  0186T  to  APC  0236  (Level  II 
Posterior  Segment  Eye  Procedures),  with 
a  payment  rate  of  approximately  $1,161. 
CPT  code  0186T  was  released  by  the 
AMA  on  July  1,  2007,  and  was 
implemented  on  January  1,  2008.  Under 
the  OPPS,  we  generally  assign  a  new 
Category  III  CPT  code  to  an  APC  if  we 
believe  that  the  procedure,  if  covered, 

,  would  be  appropriate  for  separate 
,  payment  under  the  OPPS.  A  specific 
assignment  to  a  clinical  APC  where 
HCPCS  codes  with  comparable  clinical 
and  resource  characteristics  also  reside 


is  based  on  a  variety  of  types  of 
information  including,  but  not  limited 
to:  advice  from  our  medical  advisors, 
information  from  specialty  societies, 
review  of  resource  costs  for  related 
services  from  historical  hospital  claims 
data,  consideration  of  the  clinical 
similarity  of  the  service  to  existing 
procedures,  and  review  of  any  other 
information  available  to  us. 

We  did  not  receive  any  public 
comments  regarding  the  interim 
assignment  of  CPT  code  0186T  to  APC 
0236  for  CY  2008. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41472),  we  proposed  to 
reassign  CPT  code  0186T 
(Suprachordial  delivery  of 
pharmacologic  agent  (does  not  include 
supply  of  medication))  to  APC  0237 
(Level  II  Posterior  Segment  Eye 
Procedures),  from  APC  0236,  which  we 
proposed  to  delete  for  CY  2009.  As 
stated  earlier,  this  CPT  code  was 
released  by  CPT  on  July  1,  2007,  and 
implemented  on  January  1,  2008; 
therefore,  we  had  no  CY  2007  claims 
data  for  this  service  upon  which  to  base 
our  CY  2009  proposal. 

We  proposed  to  reassign  CPT  code 
0186T  to  APC  0237,  with  a  proposed  CY 
2009  payment  rate  of  approximately 
$1,449,  based  upon  our  review  and 
analysis  of  the  clinical  and  resource 
costs  associated  with  CPT  code  0186T. 
We  agreed  with  a  presenter  at  the  March 
2008  APC  Panel  meeting  that  the  most 
appropriate  CY  2009  APC  assignment 
for  the  procedure  is  APC  0237.  The 
presenter  indicated  that  CPT  code 
0186T  is  analogous  to  CPT  code  67027 
(Implantation  of  intravitreal  drug 
delivery  system  (e.g.,  ganciclovir 
implant),  includes  concomitant  removal 
of  vitreous),  which  currently  is  assigned 
to  APC  0672  (Level  IV  Posterior 
Segment  Eye  Procedures).  Although  the 
presenter  stated  that  both  procedures 
share  similar  clinical  characteristics  and 
resource  costs,  the  presenter  believed 
that  CPT  code  0186T  would  be  most 
appropriately  assigned  to  APC  0237 
based  on  the  procedure’s  estimated 
hospital  cost.  The  APC  Panel  noted  that 
because  the  CPT  code  is  nevv  and  there 
are  no  claims  data  for  this  procedure, 
the  APC  Panel  would  not  make  a 
specific  CY  2009  APC  assignment 
recommendation  to  CMS  at  that  time. 
However,  the  APC  Panel  recommended 
that  CMS  share  with  the  APC  Panel  the 
claims  data  for  CPT  code  0186T  at  the 
first  CY  2009  APC  Panel  meeting,  and 
that  CMS  reevaluate  the  assignment  of 
CPT  code  0186T  to  APC  0236  on  the 
basis  of  those  data. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41472),  we  accepted  the 
recommendation  of  the  APC  Panel  and 
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stated  that  we  would  provide  the  initial 
OPPS  claims  data  available  for  this  CPT 
code,  based  on  CY  2008  claims  data,  for 
the  first  CY  2009  APC  Panel  meeting. 
These  data  will  not  be  available  until 
the  CY  2010  OPPS/ASC  ndemaking 
cycle. 

Comment:  One  commenter  agreed 
with  the  proposed  reassignment  of  CPT 
code  0186T  to  APC  0237.  The 
commenter  believed  that  the  resource 
costs  of  the  procedure  reported  with 
CPT  code  0186T  best  matched  those  of 
the  other  eye  procedures  also  assigned 
to  APC  0237. 

Response:  We  appreciate  the 
commenter’s  support  for  our  proposal. 

We  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
assign  CPT  code  0186T  to  APC  0237, 
with  a  final  CY  2009  APC  median  cost 
of  approximately  $1,442.  We  are 
accepting  the  APC  Panel’s  March  2008 
recommendation,  and  we  will  provide 
the  initial  OPPS  claims  data  available 
for  this  CPT  code,  based  on  CY  2008 
claims  data,  for  the  first  CY  2009  APC 
Panel  meeting. 

b.  Scanning  Ophthalmic  Imaging  (APC 
0230) 

CPT  code  0187T  (Scanning 
computerized  ophthalmic  diagnostic 
imaging,  anterior  segment,  with 
interpretation  and  report,  unilateral) 
was  released  by  the  AMA  on  July  1, 

2007,  and  implemented  on  January  1, 

2008.  In  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66997),  we  assigned  CPT  code  0187T  to 
APC  0230  (Level  I  Eye  Tests  & 
Treatments)  with  a  payment  rate  of 
approximately  $38.  We  also  assigned 
this  CPT  code  comment  indicator  “NI” 
in  Addendum  B  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  to 
indicate  that  it  is  a  new  code  for  CY 
2008  with  an  interim  payment  status 
subject  to  public  comment  following 
publication  of  that  rule.  As  has  been  our 
longstanding  policy,  we  do  not  respond 
to  public  comments  submitted  on  the 
OPPS/ASC  final  rule  with  comment 
period  regarding  these  interim 
assignments  in  the  proposed  OPPS/ASC 
rule  for  the  following  calendar  year. 
However,  we  do  review  and  take  into 
consideration  these  public  comments 
received  during  the  development  of  the 
proposed  rule  when  we  evaluate  APC 
assignments  for  the  following  year,  and 
we  respond  to  them  in  the  final  rule  for 
that  following  calendar  year. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  the 
assignment  of  CPT  code  0187T  to  APC 
0230,  with  a  proposed  payment  rate  of 
approximately  $42  for  CY  2009. 


Comment:  One  commenter  on  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  requested  that  CMS 
reassign  CPT  code  0187T  from  APC 
0230  to  APC  0266  (Level  II  Diagnostic 
and  Screening  Ultrasound),  which  is  the 
APC  assigned  to  CPT  code  76513 
(Ophthalmic  ultrasound,  diagnostic; 
anterior  segment  ultrasound,  immersion 
(water  bath)  b-scan  or  high  resolution 
biomicroscopy).  The  commenter 
indicated  that  CPT  code  76513  is  very 
similar  to  CPT  code  0187T  because  both 
procedures  require  imaging  of  the 
anterior  segment  of  the  eye,  use  similar 
resources,  and  utilize  the  same  level  of 
technical  expertise  in  performing  the 
procedures.  However,  the  commenter 
cited  a  difference  between  the  two 
procedures  regarding  how  images  are 
acquired.  Specifically,  the  commenter 
explained  that  CPT  code  0187T 
generates  images  based  on  light, 
whereas  CPT  code  76513  generates 
images  by  ultrasound. 

Response:  Based  on  our  review  of  the 
clinical  characteristics  of  the  procedure 
and  its  expected  resource  costs,  we 
continue  to  believe  that  APC  0230  is  the 
most  appropriate  assignment  for  CPT 
code  0187T.  We  will  reevaluate  this 
APC  assignment  for  future  OPPS 
updates  as  additional  information 
becomes  available  to  us.  We  expect 
claims  data  for  CPT  code  0187T  to  be 
first  available  for  the  CY  2010  OPPS/ 
ASC  rulemaking  cycle. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  continue 
to  assign  CPT  code  0187T  to  APC  0230 
for  CY  2009.  Therefore,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  assign  CPT  code  0187 
to  APC  0230,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $42. 

5.  Orthopedic  Procedures 

a.  Closed  Treatment  of  Fracture  of 
Finger/Toe/Trunk  (APCs  0129,  0138, 
and  0139) 

We  received  a  comment  in  response 
to  the  CY  2008  OPPS/ASC  proposed 
rule  on  the  variety  of  procedures 
assigned  to  APC  0043  (Closed  Treatment 
Fracture  Finger/Toe/Trunk).  The 
commenter  did  not  agree  with  the 
placement  of  various  procedures  in  APC 
0043  because  many  of  the  procedures 
vary  in  resource  costs.  In  particular,  the 
commenter  asserted  that  the  costs 
associated  with  finger  treatments,  hip 
dislocations,  and  spinal  fractures  vary 
significantly,  and  further  stated  that  the 
costs  of  treating  spinal  fractures  are 
significantly  greater  than  the  costs 
associated  with  finger  or  toe  fractures. 
The  commenter  also  expressed  concern 
that  grouping  all  of  the  approximately 


150  procedures  in  one  clinical  APC 
violated  the  2  times  rule,  and  that 
continuing  to  exempt  APC  0043  from 
the  2  times  rule  was  not  appropriate. 

The  commenter  recommended  that  CMS 
pay  appropriately  for  these  procedures, 
and  stated  that  this  could  be  achieved 
by  dividing  the  procedures  currently 
assigned  to  APC  0043  into  several  APCs. 
However,  the  commenter  did  not  make 
any  specific  recommendations  regarding 
alternative  APC  configurations.  Because 
APC  0043  contains  so  many  different 
fracture  treatment  procedures  with  low 
volume,  we  were  concerned  that  any 
restructuring  without  the  benefit  of 
public  comment  for  CY  2008  could 
result  in  a  reconfiguration  of  APC  0043 
that  did  not  reflect  improved  clinical 
and  resource  homogeneity.  Therefore, 
we  did  not  reconfigure  APC  0043  for  CY 
2008,  and  we  finalized  a  payment  rate 
for  APC  0043  of  approximately  $113. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66723),  we 
stated  that  we  agreed  with  the 
commenter  that  grouping  all  of  the 
closed  fracture  treatment  procedures  in 
one  APC  may  not  accurately  distinguish 
the  more  expensive  from  the  less 
resource-intensive  fracture  treatment 
procedures.  We  also  explained  that  that 
there  were  only  13  procedures  with  the 
frequency  necessary  to  assess  the  APC’s 
alignment  with  the  2  times  rule.  The 
other  procedures  were  all  very  low 
volume  and,  therefore,  not  significant 
procedures  for  purposes  of  evaluating 
the  APC  with  respect  to  the  2  times  rule. 
We  noted  that  APC  0043  had  been 
exempted  from  the  2  times  rule  for  the 
past  7  years  under  the  OPPS,  and  we 
had  not  previously  received  public 
comments  regarding  the  structure  of  this 
APC.  We  also  stated  that  we  would 
bring  this  APC  issue  to  the  attention  of 
the  APC  Panel  at  its  March  2008 
meeting,  and  we  specifically  invited 
public  recommendations  on  potential 
alternative  APC  configurations  for  the 
services  assigned  to  APC  0043  for 
consideration  for  the  CY  2009  OPPS 
rulemaking  cycle.  We  did  not  receive 
any  public  comments  on  this  APC  issue 
in  response  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period. 

Based  on  the  updated  CY  2007 
hospital  outpatient  claims  data  available 
for  the  March  2008  APC  Panel  meeting, 
we  presented  a  possible  reconfiguration 
of  APC  0043  for  the  APC  Panel’s 
consideration  that  would  delete  APC 
0043  and  replace  it  with  three  new 
APCs,  configured  based  on  the  hospital 
resource  data  from  the  CY  2007  claims 
data,  as  well  as  the  clinical 
characteristics  of  the  procedures 
currently  assigned  to  APC  0043.  The 
APC  Panel  recommended  that  CMS 
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adopt  this  approach,  and  we  accepted 
the  APC  Panel’s  recommendation  for  CY 
2009.  Therefore,  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41472),  we 
proposed  three  new  APCs  to  replace 
APC  0043,  with  proposed  configurations 
as  displayed  in  Table  15  of  the  proposed 
rule  for  CY  2009. 

Based  on  these  configurations, 
proposed  new  APC  0129  (Level  I  Closed 
Treatment  Fracture  Finger/Toe/Trunk) 
had  a  proposed  APC  median  cost  of 
approximately  $104,  with  the  HCPCS 
code-specific  median  costs  of  the 
significant  procedures  ranging  ft-om 
approximately  $74  to  $124.  Proposed 
new  APC  0138  (Level  II  Closed 
Treatment  Fracture  Finger/Toe/Trunk) 
had  a  proposed  APC  median  cost  of 
approximately  $397,  with  one 
significant  procedure  with  a  HCPCS 
code-specific  median  cost  of 
approximately  $399.  Proposed  new  APC 
0139  (Level  III  Closed  Treatment 
Fracture  Finger/Toe/Trunk)  had  a 
proposed  APC  median  cost  of 
approximately  $1,340,  with  one 
significant  Volume  HCPCS  code  whose 
median  cost  was  approximately  $1,574. 


We  further  stated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41473) 
that  while  all  three  proposed  APCs 
contained  many  procedures  that  were  • 
very  low  in  volume,  this  reconfiguration 
reflected  an  attempt  to  realign  the 
procedures  previously  assigned  to  APC 
0043  into  more  homogeneous  APC 
groups  based  on  their  clinical 
characteristics  and  resource  costs. 
Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule,  we  proposed  to 
reconfigure  APC  0043  by  deleting  APC 
0043  and  reassigning  the  HCPCS  codes 
previously  assigned  to  APC  0043  to 
proposed  new  APCs  0129,  0138,  and 
0139. 

Comment:  Several  commenters 
commended  CMS  for  reconfiguring  APC 
0043  into  the  proposed  three  new  APCs 
0129,  0138,  and  0139. 

Response:  We  appreciate  the 
commenters’  support  for  our  proposal. 

For  this  final  rule  with  comment 
period,  we  analyzed  our  CY  2007  claims 
data  used  for  CY  2009  OPPS  ratesetting, 
and  determined  that  the  final  median 
costs  for  proposed  new  APCs  0129, 
0138,  and  0139  are  relatively  similar  to 


proposed  rule.  Specifically,  APC  0129 
has  a  final  APC  median  cost  of 
approximately  $103,  with  the  HCPCS 
code-specific  median  costs  of  the 
significant  procedures  ranging  from 
approximately  $68  to  $123,  compared  to 
a  proposed  APC  median  cost  of  • 

approximately  $104.  APC  0138  has  a 
final  APC  median  cost  of  approximately 
$397,  with  one  significant  procedure 
with  a  HCPCS  code-specific  median  cost 
of  approximately  $396,  compared  to  a 
proposed  APC  median  cost  of 
approximately  $397.  Finally,  APC  0139 
has  a  final  APC  median  cost  of  about 
$1,283,  with  one  significant  volume 
HCPCS  code  whose  median  cost  is 
approximately  $1,393,  compared  to  a 
proposed  APC  median  cost  of 
approximately  $1,340. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  delete  APC  0043  and 
reassign  the  HCPCS  codes  previously 
assigned  to  APC  0043  to  new  APCs 
0129,  0138,  and  0139,  with  final  CY 
2009  APC  median  costs  of 
approximately  $103,  $397,  and  $1,283, 
respectively. 


those  for  the  CY  2009  OPPS/ASC 

Table  17— Final  APCs  for  Closed  Treatment  Fracture  of  Finger/Toe/Trunk 


CY  2009  HCPCS  code 

Final 

CY  2009 

SI 

CY  2009  short  descriptor 

Final  CY  2009 
approximate 
APC  median 
cost 

Final  CY 
2009 
APC 

21800  . 

T 

Treatment  of  rib  fracture  . 

$103 

0129 

21820  . 

T 

Treat  sternum  fracture . 

22305  . 

T 

Treat  spine  process  fracture  . 

23500  . 

T 

T reat  clavicle  fracture . 

23540  . 

T 

T reat  clavicle  dislocation  . 

23570  . 

T 

T reat  shoulder  blade  fx  . 

23600  . 

T 

Treat  humerus  fracture . 

23620  . 

T 

Treat  humerus  fracture . 

23650  . 

T 

T reat  shoulder  dislocation  . 

23675  . . . 

T 

Treat  dislocation/fracture . 

23929  . 

T 

Shoulder  surgery  procedure . 

24500  . 

T 

Treat  humerus  fracture . 

24505  . 

T 

T reat  humerus  fracture . 

24530  . 

T 

Treat  humerus  fracture . 

24560  . 

T 

T reat  humerus  fracture . 

24565  . 

T 

Treat  humerus  fracture . 

24576  . 

T 

Treat  humerus  fracture . 

24600  . 

T 

Treat  elbow  dislocation  . 

24640  . 

T 

Treat  elbow  dislocation  . 

24650  . 

T 

Treat  radius  fracture . 

24670  . 

T 

Treat  ulnar  fracture . 

24675  . 

T 

Treat  ulnar  fracture . 

24999  . 

T 

Upper  arm/elbow  surgery . 

25500  . 

T 

T reat  fracture  of  radius . 

25530  . 

T 

Treat  fracture  of  ulna . 

25535  . 

T 

Treat  fracture  of  ulna  . . 

25560  . 

T 

Treat  fracture  radius  &  ulna  . 

25600  . , . 

T 

Treat  fracture  radius/ulna  . 

25622  . 

T 

Treat  wrist  bone  fracture  . 

25630  . 

T 

T reat  wrist  bone  fracture  . 

25650  . 

T 

Treat  wrist  bone  fracture  . 

25660  . 

T 

Treat  wrist  dislocation  . 

25675  . 

T 

Treat  wrist  dislocation  . 

25680  . 

T 

Treat  wrist  fracture  . 

25999  . 

T 

Forearm  or  wrist  surgery . 
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Table  17— Final  APCs  for  Closed  Treatment  Fracture  of  Finger/Toe/Trunk— Continued 

CY  2009  HCPCS  code 

Final 

CY  2009 
SI 

CY  2009  short  descriptor 

Final  CY  2009  j 
approximate  | 
APC  median 
cost  j 

Final  CY 

2009 

APC 

Treat  metacarpal  fracture . 

Treat  metacarpal  fracture . 

Treat  thumb  dislocation  . 

Treat  hand  dislocation . 

Treat  knuckle  dislocation . 

Treat  knuckle  dislocation . 

Treat  finger  fracture,  each . 

Treat  finger  fracture,  each . 

Treat  finger  fracture,  each  T.... 

Treat  finger  fracture,  each . 

Treat  finger  fracture,  each . 

Treat  finger  fracture,  each . 

Treat  finger  dislocation . 

Hand/finger  surgery . 

Treat  pelvic  ring  fracture  . 

Treat  tail  bone  fracture . 

Treat  hip  socket  fracture  . 

Treat  thigh  fracture . 

T reat  hip  dislocation  . 

Treat  hip  dislocation  . 

Treat  hip  dislocation  . 

CItx  thigh  fx  . 

Pelvis/hip  joint  surgery  . 

Treatment  of  thigh  fracture  .... 
Treatment  of  thigh  fracture  .... 
Treatment  of  thigh  fracture  .... 
Treat  thigh  fx  growth  plate  .... 
Treat  thigh  fx  growth  plate  .... 

Treat  kneecap  fracture  . 

Treat  knee  fracture . 

Treat  knee  fracture(s) . 

Treat  knee  dislocation  . 

Treat  kneecap  dislocation  . 

Leg  surgery  procedure  . 

Treatment  of  tibia  fracture . 

CItx  medial  ankle  fx . 

CItx  post  ankle  fx . 

CItx  post  ankle  fx  w/mnpj  . 

Treatment  of  fibula  fracture  ... 
Treatment  of  ankle  fracture  ... 
Treatment  of  ankle  fracture  ... 
Treatment  of  ankle  fracture  ... 
Treatment  of  ankle  fracture  ... 

Treat  lower  leg  fracture  . 

Treat  lower  leg  dislocation  .... 
Leg/ankle  surgery  procedure 

Treatment  of  heel  fracture . 

Treatment  of  ankle  fracture  ... 
Treatment  of  ankle  fracture  ... 
Treat  midfoot  fracture,  each  .. 
Treat  midfoot  fracture,  each  .. 

T reat  metatarsal  fracture . 

Treat  metatarsal  fracture 

Treat  big  toe  fracture . 

Treat  big  toe  fracture . 

Treatment  of  toe  fracture  . 

Treatment  of  toe  fracture  . 

Treat  sesamoid  bone  fracture 

Treat  foot  dislocation . 

Treat  foot  dislocation . 

T  reat  foot  dislocation . 

Treat  toe  dislocation . 

T  reat  toe  dislocation . 

Foot/toes  surgery  procedure  , 

Apply,  rem  fixation  device  . 

Treat  spine  fracture  . 

Treat  clavicle  dislocation  . 

Treat  clavicle  dislocation  . 

Treat  clavicle  dislocation  . 
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Table  17— Final  APCs  for  Closed  Treatment  Fracture  of  Finger/Toe/Trunk — Continued 


b.  Arthroscopic  and  Other  Orthopedic 
Procedures  (APCs  0041  and  0042) 

For  CY  2009,  we  proposed  the 
following  two  primary  APCs  for 
arthroscopic  procedures;  (1)  APC  0041 
(Level  I  Ajthroscopy),  comprised  of  44 
procedures  with  a  proposed  CY  2009 
payment  rate  of  approximately  $1,933; 
and  (2)  APC  0042  (Level  II 
Arthroscopy),  comprised  of  30 
procedures  with  a  proposed  payment 
rate  of  approximately  $3,233.  The  CY 
2008  payment  rates  for  APCs  0041  and 
0042,  with  the  same  APC  configurations 
as  proposed  for  CY  2009,  are 
approximately  $1,833  and  $2,911, 
respectively. 

Comment:  The  commenters  stated 
that  the  proposed  configurations  of 
arthroscopic  procedures  assigned  to 
APCs  0041  and  0042  fail  to 
appropriately  recognize  the  distinct 
clinical  and  resource  features  of  the 


wide  range  of  arthroscopic  procedures 
now  being  provided  to  Medicare 
beneficiaries.  Furthermore,  they 
believed  that  there  are  services 
proposed  for  assignment  to  APC  0042 
that  are  not  arthroscopies  and  should  be 
reassigned  to  APC  0052  (Level  IV 
Musculoskeletal  Procedure  Except  Hand 
and  Foot).'The  commenters  indicated 
that,  as  proposed,  CMS  data  include  a 
significant  number  of  procedures  in 
which  the  payment  would  be  less  than 
the  median  cost  of  the  procedure.  They 
believed  that  this  problem  was 
compounded  by  the  reduced  payments 
made  for  the  procedures  in  ASCs.  The 
commenters  argued  that  the  low  level  of 
payment  for  these  APCs  would  result  in 
barriers  to  high  quality  of  care  in  the 
ASC  setting.  Specifically,  the 
commenters  requested  that  CMS 
reassign  CPT  codes  27412  (Autologous 
chondrocyte  implantation,  knee)  and 


27415  (Osteochondral  allograft,  knee, 
open)  to  APC  0052  because  these  are  not 
arthroscopic  procedures.  They  believed 
that  these  two  procedures  were 
clinically  similar  to  procedures  in  APC 
0052  and  that  their  median  costs  were 
more  similar  to  the  median  costs  for 
other  services  in  APC  0052. 

The  commenters  further  requested 
that  CMS  create  11  new  arthroscopy 
APCs  to  ensure  that  the  services  within 
the  arthroscopy  APCs  are  clinically 
homogenous  and  contain  only  those 
procedures  that  are  similar  in  terms  of 
resource  utilization.  Specifically,  the 
commenters  requested  that  CMS 
restructure  the  arthroscopy  APCs  to 
reflect  the  following  clinical  categories: 
Diagnostic  arthroscopies,  lower 
extremity  versus  upper  extremity 
arthroscopies  without  implants,  and 
lower  extremity  versus  upper  extremity 
arthroscopies  with  implants.  The 
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commenters  believed  that  these  clinical 
distinctions  parallel  the  distinctions 
CMS  has  created  for  other  classes  of 
procedures,  including  other  orthopedic 
procedures,  and  would  more  accurately 
and  equitably  reflect  the  clinical 
characteristics  and  resource  utilization 
of  the  services  provided.  The 
commenters  further  asked  that  CMS 
consider  the  new  APCs  with  implants  to 
he  device-dependent  APCs  so  that  they 
may  he  considered  to  be  device¬ 
intensive  for  ASC  ratesetting  purposes 
in  order  to  “pass  through”  the  cost  of 
the  implants  in  the  ASC  payment. 

Response:  As  a  result  of  the  concerns 
raised  hy  the  commenters,  we  reviewed  « 
the  clinical  characteristics  and  HCPCS 
code-specific  median  costs  from  the  CY 
2007  claims  data  for  all  procedures  we 
proposed  to  assign  to  APCs  0041,  0042, 
and  0052  for  CY  2009.  Based  on  our 
findings  from  this  review,  we  agree  with 
the  commenters  that  the  procedures 
reported  by  CPT  codes  27412  and  27415 
are  not  arthroscopic  procedures,  that 
they  are  more  clinically  similar  to  the 
procedures  in  APC  0052,  and  that  their 
median  costs  are  better  aligned  with  the 
median  costs  for  services  assigned  to 
APC  0052.  Therefore,  we  are  reassigning 
CPT  codes  27412  and  27415  to  APC 
0052  for  CY  2009. 

While  we  appreciate  the  commenters’ 
suggestion  that  we  create  11  new  APCs 
for  arthroscopic  procedures,  we  believe 
that  existing  clinical  APCs  0041  and 
0042  sufficiently  account  for  the 
different  clinical  and  resource 
characteristics  of- these  procedures.  To 
reduce  the  size  of  the  APC  payment 
groups  and  establish  new  APC  payment 
groups  to  pay  more  precisely  would  he 
inconsistent  with  our  overall  strategy  to 
encourage  hospitals  to  use  resources 
more  efficiently  by  increasing  the  size  of 
the  payment  bundles.  Moreover,  many 
of  the  services  that  are  assigned  to  APCs 
0041  and  0042  are  low  volume  services, 
with  even  fewer  single  claims  available 
for  ratesetting.  Including  low  volume 
services  in  APCs  with  clinically  similar 
higher  volume  services  and  similar 
median  costs  generates  more  stability  in 
the  payment  rates  that  are  set  for  these 
low  volume  services. 

We  also  considered  whether  it  would 
be  appropriate  to  create  two  new  APCs 
as  requested  by  the  commenters  to 
isolate  the  arthroscopic  procedures  that 
the  commenters  indicate  require 
implants.  Our  review  of  the  CPT  code 
definitions  for  the  services  that 
commenters  would  define  as  requiring 
implants  and  our  understanding  of  the 
resources  required  to  perform  the 
procedures  indicate  that,  for  most  of 
these  procedures,  implanted  devices  are 
not  always  required  to  perform  the 


service  and  that  in  a  number  of  cases, 
the  “implant”  is  actually  a  supply  or 
graft  rather  than  an  implantable  device 
that  would  contribute  to  the  APC’s 
estimated  device  cost.  Therefore,  we  do 
not  believe  that  there  is  justification  to 
create  new  APCs  for  these  procedures  or 
to  designate  them  as  device-dependent 
APCs.  We  refer  readers  to  section 
XV.E.l.C.  of  this  final  rule  with 
comment  period  for  an  explanation  of 
the  methodology  used  to  calculate  the 
payment  rates  for  device-intensive 
procedures  under  the  revised  ASC 
payment  system. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposed  configuration  of 
APCs  0041  and  0042,  with  the 
modification  that  we  are  reassigning 
CPT  codes  27412  and  27415  from  APC 
0042  to  APC  0052.  The  final  CY  2009 
APC  median  costs  of  APCs  0041,  0042, 
and  0052  are  approximately  $1,899, 
$3,178,  and  $5,592,  respectively. 

c.  Surgical  Wrist  Procedures  (APCs  0053 
and  0054) 

For  CY  2009,  we  proposed  to  retain 
the  CY  2008  configuration  of  the  HCPCS 
codes  in  APCs  0053  (Level  I  Hand 
Musculoskeletal  Procedures)  and  0054 
(Level  II  Hand  Musculoskeletal 
Procedures),  with  proposed  payment 
rates  of  approximately  $1,116  and 
$1,851,  respectively.  The  CY  2008 
payment  rates  for  APCs  0053  and  0054, 
with  the  same  APC  configurations  as 
proposed  for  CY  2009,  are 
approximately  $1,049  and  $1,676, 
respectively. 

Comment:  One  commenter  asked  that 
CMS  reassign  a  number  of  CPT  codes  for 
surgical  wrist  procedures  to  alternative 
APCs,  where  they  would  reside  with 
similar  wrist  procedures.  They 
requested  the  following  moves:  (1)  CPT 
code  25111  (Excision  of  ganglion,  wrist 
(dorsal  or  volar):  primary)  from  APC 
0053  to  APC  0049  (Level  I 
Musculoskeletal  Procedures  Except 
Hand  and  Foot);  (2)  CPT  code  25112 
(Excision  of  ganglion,  wrist  (dorsal  or 
volar);  recmrent)  from  APC  0053  to  APC 
0049;  (3)  CPT  code  25210  (Carpectomy; 
one  bone)  from  APC  0054  to  APC  0050 
(Level  II  Musculoskeletal  Procedures 
Except  Hand  and  Foot);  (4)  CPT  code 
25215  (Carpectomy;  all  bones  of 
proximal  row)  from  APC  0054  to  APC 
0050;  (5)  CPT  code  25394  (Osteoplasty, 
carpal  bone,  shortening)  from  APC  0053 
to  APC  0051  (Level  III  Musculoskeletal 
Procedures  Except  Hand  and  Foot);  (6) 
CPT  code  25430  (Insertion  of  vascular 
pedicle  into  carpal  bone  (eg,  Hori 
procedure))  from  APC  0054  to  APC 
00051;  (7)  CPT  code  25431  (Repair  of 
nonunion  of  carpal  bone  (excluding 


carpal  scaphoid  (navicular))(ilicludes 
obtaining  graft  and  necessary  fixation), 
each  bone)  from  APC  0054  to  APC  0051; 
and  (8)  CPT  code  25820  (Arthrodesis, 
wrist;  limited,  without  bone  graft  (eg, 
intercarpal  or  radiocarpal)  from  APC 
0053  to  APC  0052  (Level  IV 
Musculoskeletal  Procedures  Except 
Hand  and  Foot).  The  commenter 
believed  that  these  wrist  procedures 
typically  have  the  same  costs  of 
personnel,  supplies,  and  implants  as  the 
procedures  assigned  to  the  APCs  in 
which  the  commenter  recommended 
placement.  Moreover,  the  commenter 
also  suggested  that  the  wrist  procedures 
are  more  clinically  similar  to  other 
surgical  procedures  already  assigned  to 
the  APCs  in  which  the  commenter 
recommended  placement. 

Response:  We  agree  with  most  of  the 
commenter’s  recommendations  and  are 
reassigning  the  CPT  codes  to  the 
recommended  APCs  for  CY  2009  to 
improve  clinical  and  resource 
homogeneity,  with  one  exception.  We 
do  not  agree  that  CPT  code  25820  is 
most  appropriately  assigned  to  APC 
0052.  We  have  123  total  CY  2007  claims 
for  this  procedure,  with  30  claims 
available  for  ratesetting.  The  median 
cost  of  the  procedure  is  approximately 
$4,029,  which  falls  between  the  median 
costs  of  APCs  0051  and  0052,  Levels  III 
and  IV  Musculoskeletal  Procedures 
Except  Hand  and  Foot,  with  APC 
median  costs  of  approximately  $2,929 
and  $5,592,  respectively.  Other  wrist 
arthrodesis  procedures  are  currently 
assigned  to  both  APCs  0051  and  0052 
under  the  OPPS,  and  we  note  that  the 
procedure  described  by  CPT  code  25820 
is  a  limited  procedure  without  a  bone 
graft,  in  comparison  with  other 
complete  arthrodesis  procedures  that 
may  utilize  a  graft.  Therefore,  based  on 
clinical  and  resource  considerations,  we 
believe  CPT  code  25820  is  most 
appropriately  reassigned  to  APC  0051 
for  CY  2009. 

After  consideration  of  the  public 
comments  received,  we  are  modifying 
our  CY  2009  proposed  configurations 
for  APCs  0049,  0050,  0051,  0053,  and 
0054.  Specifically,  we  are  reassigning 
CPT  codes  25111  and  25112  to  APC 
0049;  we  are  reassigning  CPT  codes 
25210  and  25215  to  APC  0050;  and  we 
are  reassigning  CPT  codes  25394,  25430, 
and  25431  to  APC  0051  for  CY  2009.  We 
also  are  finalizing  our  CY  2009  proposal 
to  reassign  CPT  code  25820  from  APC 
0053  to  APC  0051  for  the  CY  2009 
OPPS.  The  final  CY  2009  median  costs 
of  APCs  0049,  0050,  and  0051  are 
approximately  $1,406,  $1,929,  and 
$2,929,  respectively. 
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d.  Intercarpal  or  Carpometacarpal 
Arthroplasty  (APC  0047) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
CPT  code  25447  (Arthroplasty, 
interposition,  intercarpal  or 
carpometacarpal  joints)  to  APC  0047 
(Arthroplasty  without  Prosthesis)  for  CY 
2009,  with  a  proposed  payment  rate  of 
approximately  $2,488.  The  CY  2008 
payment  rate  for  this  procedure  is 
approximately  $2,287. 

At  the  August  2008  APC  Panel 
meeting,  a  presenter  requested  that  the 
APC  Panel  recommend  to  CMS  that  CPT 
code  25447  be  reassigned  to  APC  0048 
(Level  I  Arthroplasty  or  Implantation 
with  Prosthesis),  because  a  costly 
implantable  spacer  device  may  be  used 
when  a  hospital  provides  CPT  code 
25447.  The  presenter  argued  that  the 
proposed  payment  rate  of  approximately 
$3,473  for  APC  0048  would  provide 
more  appropriate  payment  for  the 
procedure,  and  that  the  procedure 
clinically  resembled  other  procedures 
also  assigned  to  APC  0048.  The  APC 
Panel  recommended  that  CMS  maintain 
the  assignment  of  CPT  code  25447  in 
APC  0047  for  CY  2009. 

The  procedure  described  by  APC  code 
25447  does  not  always  utilize  an 
implantable  device.  We  note  that  the 
median  cost  of  CPT  code  25447  is 
approximately  $2,445  based  on  over  850 
single  claims,  very  close  to  the  median 
cost  of  APC  0047  of  approximately 
$2,443  and  much  lower  than  the  median 
cost  of  APC  0048  of  approximately 
$3,433.  Therefore,  we  are  adopting  the 
APC  Panel’s  recommendation  for  CY 
2009. 

We  did  not  receive  any  public 
comments  regarding  our  proposal. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
assign  CPT  code  25447  to  APC  0047, 
with  a  final  CY  2009  APC  median  cost 
of  approximately  $2,443. 

e.  Insertion  of  Posterior  Spinous  Process 
Distraction  Device  (APC  0052) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  reassign  CPT  codes 
0171T  (Insertion  of  posterior  spinous 
process  distraction  device  (including 
necessary  removal  of  bone  or  ligament 
for  insertion  and  imaging  guidance), 
lumbar,  single  level)  and  0172T 
(Insertion  of  posterior  spinous  process 
distraction  device  (including  necessary 
removal  of  bone  or  ligament  for 
insertion  and  imaging  guidance), 
lumbar,  each  additional  level)  from  APC 
0050  (Level  II  Musculoskeletal 
Procedures  Except  Hand  and  Foot)  to 
APC  0052  (Level  IV  Musculoskeletal 
Procedures  Except  Hand  and  Foot),  with 


a  proposed  payment  rate  of 
approximately  $5,615.  The  CY  2008 
payment  rate  for  APC  0050  is 
approximately  $1,859.  For  CY  2007  and 
CY  2008,  the  device  HCPCS  code  C1821 
(Interspinous  process  distraction  device 
(implantable)),  used  with  CPT  codes 
0171T  and  0172T,  was  assigned  pass¬ 
through  payment  status  and,  therefore, 
was  paid  separately  at  charges  adjusted 
to  cost.  As  we  discuss  in  section  IV. A. 
of  this  final  rule  with  comment  period, 
the  period  of  pass-through  payment  for 
HCPCS  code  C1821  expires  after 
December  31,  2008.  According  to  our 
usual  methodology,  the  costs  of  devices 
no  longer  eligible  for  pass-through 
payments  are  packaged  into  the  costs  of 
the  procedures  with  which  the  devices 
are  reported  in  the  claims  data  used  to 
set  the  payment  rates  for  those 
procedures. 

Comment:  One  commenter  asserted 
that  the  proposed  reassignment  of  CPT 
codes  0171T  and  0172T  to  APC  0052 
was  not  appropriate  for  a  number  of 
reasons.  The  commenter  stated  that  the 
proposed  median  costs  of  CPT  codes 
0171T  and  0172T  of  approximately 
$8,080  and  $11,114,  respectively,  were 
substantially  higher  than  the  proposed 
median  cost  of  APC  0052  of 
approximately  $5,606.  The  commenter 
indicated  that  the  median  cost  for  the 
device  HCPCS  code  C1821  that  is 
always  required  for  the  procedures  was 
$6,483,  higher  than  the  median  cost  of 
the  APC  to  which  the  procedures  were 
proposed  for  assignment.  The 
commenter  believed  that  the  assignment 
of  the  procedures  to  APC  0052  would 
result  in  significant  underpayment  to 
hospitals  and  possibly  limit  patient 
access  to  this  technology.  The 
commenter  also  claimed  that  the 
assignment  of  CPT  codes  0171T  and 
0172T  to  APC  0052  would  violate  the  2 
times  rule.  The  commenter 
recommended  either  the  assignment  of 
CPT  codes  0171T  and  0172T  to  a  newly 
created  clinical  APC,  or  the 
reassignment  of  CPT  codes  0171T  and 
0172T  to  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis),  based  on  clinical  and 
resource  homogeneity  and  device¬ 
dependent  status.  The  commenter 
pointed  out  that  the  proposed  rule 
median  cost  of  APC  0425  of 
approximately  $7,905  was  similar  to  the 
proposed  rule  median  costs  of  CPT 
codes  0171T  and  0172T.  Finally,  the 
commenter  recommended  that  CMS  add 
interspinous  process  distraction  device 
procedures  described  by  CPT  0171T  and 
0172T  to  the  device-to-procedure  and 
procedure-to-device  claims  processing 
edits  to  ensure  that  future  claims  are 


correctly  coded,  leading  to  more 
accurate  and  appropriate  payment 
policies  for  the  technology. 

Response.  We  continue  to  believe  that 
APC  0052  is  an  appropriate  APC 
assignment  for  CPT  codes  0171T  and 
0172T  based  on  consideration  of  the 
procedures’  clinical  and  resource 
characteristics.  The  CY  2007  claims  data 
for  Cl 821  used  for  this  final  rule  with 
comment  period  show  that  the 
interspinous  process  distraction  device 
that  is  used  with  CPT  codes  0171T  and 
0172T  has  a  line-item  median  cost  of 
approximately  $4,374,  whereas  the 
median  cost  of  APC  0052  is  significantly 
higher,  at  approximately  $5,592. 

The  HCPCS  code-specific  final 
median  costs  of  CPT  codes  0171T  and 
0172T  are  approximately  $7,748  and 
$10,431,  respectively.  However,  we  note 
that  because  CPT  code  0172T  is  a  CPT 
add-on  code  for  an  additional  level  that 
should  always  be  reported  in 
conjunction  with  CPT  code  0171T,  the 
5  single  claims  (out  of  576  total  claims) 
upon  which  the  median  cost  of  CPT 
code  0172T  is  based  are  likely 
incorrectly  coded  claims  and,  therefore, 
the  median  cost  does  not  provide  a  valid 
estimate  of  the  hospital  resources 
required  to  perform  CPT  code  0172T. 
The  median  cost  of  CPT  code  0171T  of 
approximately  $7,748  is  the  highest  cost 
of  the  significant  procedures  (frequency 
of  greater  than  1,000  single  claims  or 
frequency  of  greater  than  99  and  more 
than  2  percent  of  the  single  claims  in 
the  APC)  assigned  to  APC  0052,  while 
the  lowest  cost  significant  procedure 
has  a  median  cost  of  approximately 
$4,336.  Therefore,  the  configuration  of 
APC  0052  does  not  violate  the  2  times 
rule.  We  continue  to  believe  that,  based 
on  resource  considerations.  APC  0052 
would  provide  appropriate  pavment  for 
CPT  codes  0171T  and  0172T  in  CY 
2009. 

Moreover,  we  note  that  there  are 
several  other  spinal  procedures  that 
require  the  use  of  implantable  devices 
that  are  also  assigned  to  APC  0052,  such 
as  the  percutaneous  kyphoplasty 
procedures  described  by  CPT  code 

22523  (Percutaneous  vertebral 
augmentation,  including  cavity  creation 
(fracture  reduction  and  bone  biopsy 
included  when  performed)  using 
mechanical  device,  one  vertebral  body, 
unilateral  or  bilateral  cannulation  (e.g.. 
kyphoplasty):  thoracic)  and  CPT  code 

22524  (Percutaneous  vertebral 
augmentation,  including  cavity  creation 
(fracture  reduction  and  bone  biopsy 
included  when  performed)  using 
mechanical  device,  one  vertebral  body, 
unilateral  or  bilateral  cannulation  (e.g., 
kyphoplasty);  lumbar).  Therefore,  we 
believe  that  CPT  codes  0171T  and  0172 
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share  sufficient  clinical  similarity  with 
other  surgical  procedures  assigned  to 
APC  0052  to  justify  their  reassignment 
to  APC  0052  for  CY  2009. 

Regarding  the  commenter’s  request 
that  we  implement  device  edits  for 
interspinous  process  distraction  device 
procedures,  we  note  that  we  typically 
do  not  implement  procedure-to-device 
edits  where  there  are  not  device  HCPCS 
codes  for  all  possible  devices  that  could 
be  used  to  perform  a  procedure  that 
always  requires  a  device,  and  the  APC 
is  not  designated  as  a  device-dependent 
APC.  APC  0052  is  not  a  device¬ 
dependent  APC  because  a  number  of  the 
procedures  assigned  to  the  APC  do  not 
require  the  use  of  implantable  devices. 
Furthermore,  in  some  cases  there  may 
not  be  HCPCS  codes  that  describe  all 
devices  that  may  be  used  to  perform  the 
procedures  in  APC  0052.  We  recognize 
the  additional  burden  claims  processing 
edits,  particularly  for  the  device-to- 
procedure  edits,  pose  for  hospitals,  and 
as  a  result  we  try  to  limit  edits  only  to 
those  device  and  procedure 
combinations  for  which  we  believe  costs 
have  not  been  correctly  captured  on 
hospital  claims.  Hospitals  had  every 
incentive  to  report  and  charge  for 
interspinous  process  distraction  devices 
described  by  HCPCS  code  Cl 821  due  to 
.  their  separately  payable  pass-through 
status  in  CY  2007,  and  we  have  no 
reason  to  believe  hospitals  have  not 
been  reporting  the  associated 
implantation  procedure  codes  along 
with  HCPCS  code  C1821.  Accordingly, 
we  believe  that  the  packaged  costs  of 
interspinous  process  distraction  devices 
are  appropriately  reflected  in  the 
median  costs  of  their  associated 
implantation  procedures,  and  that 
device-to-procedure  edits  would  pose 
an  unnecessary  burden  on  hospitals. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
proposed  CY  2009  assignment,  without 
modification,  of  CPT  codes  0171T  and 
0172T  to  APC  0052,  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$5,592. 

6.  Radiation  Therapy  Services 

a.  Proton  Beam  Therapy  (APCs  0664  and 
0667) 

For  CY  2009,  we  proposed  to  pay  for 
the  following  four  CPT  codes  for  proton 
beam  therapy:  77520  (Proton  treatment 
delivery;  simple,  without 
compensation):  77522  (Proton  treatment 
delivery;  simple,  with  compensation): 
77523  (Proton  treatment  delivery; 
intermediate);  and  77525  (Proton 
treatment  delivery;  complex).  We 
proposed  to  continue  to  assign  the 
simple  proton  beam  therapy  procedures 


(CPT  codes  77520  and  77522)  to  APC 
0664  (Level  I  Proton  Beam  Radiation 
Therapy),  with  a  proposed  payment  rate 
of  approximately  $925,  and  the 
intermediate  and  complex  proton  beam 
therapy  procedures  (CPT  codes  77523 
and  77525,  respectively)  to  APC  0667 
(Level  11  Proton  Beam  Radiation 
Therapy),  with  a  proposed  payment  rate 
of  approximately  $1,105.  The  CY  2008 
payment  rates  for  these  APCs  are 
approximately  $817  and  $977, 
respectively. 

Comment:  Several  commenters 
supported  the  proposed  OPPS  payment 
rates  for  APCs  0664  and  0667.  They 
indicated  that  proton  beam  therapy  has 
numerous  advantages  to  patients  and 
that  the  proposed  OPPS  payment  rates 
would  pay  appropriately  for  these 
services. 

Response:  As  we  proposed,  we  are 
basing  the  final  rule  payment  rates  for 
proton  beam  therapy  and  all  other 
services  paid  under  the  OPPS  on  the 
median  costs  we  calculated  using  the 
most  current  claims  and  cost  report  data 
that  are  available  to  us.  Therefore,  for 
CY  2009,  we  are  setting  the  payment 
rate  for  proton  beam  therapy  based  on 
median  costs  of  approximately  $688  for 
APC  0664  and  approximately  $822  for 
APC  0667.  These  median  costs  result  in 
modest  declines  in  the  final  CY  2009 
payment  rates  for  proton  beam  therapy 
compared  to  the  CY  2008  payment  rates, 
rather  than  the  modest  increases  that 
were  proposed. 

We  explored  our  claims  and  cost 
report  data  to  determine  the  reason  for 
the  change  in  the  median  costs  between 
the  proposed  rule  and  final  rule  data. 

We  found  that  there  were  two  providers 
that  billed  Medicare  in  CY  2007  for 
these  services.  At  the  time  we  calculated 
the  proposed  rule  median  costs  and 
payment  rates,  we  used  the  most  current 
claims  and  cost  reports  submitted  by 
these  hospitals.  When  we  examined  the 
final  rule  data  for  these  hospitals,  we 
found  that  both  providers  had  submitted 
new  cost  reports  subsequent  to  the 
development  of  the  proposed  rule  data. 
The  CCR  from  the  new  cost  report  for 
the  provider  supplying  the  majority  of 
service  volume  in  both  APCs  declined 
by  more  than  25  percent  compared  to 
the  CCR  calculated  from  the  cost  report 
used  to  determine  the  proposed  rule 
costs  for  that  provider.  Therefore,  the 
charges  and  costs  from  this  provider 
significantly  influenced  the  median 
costs  for  these  APCs.  In  summary,  the 
estimated  costs  of  proton  beam  therapy 
services  decreased  because  the  most 
current  CCRs,  which  declined  compared 
to  the  CCRs  used  to  calculate  the 
proposed  rule  costs,  were  applied  to 
charges  that  remained  consistent  from 


the  proposed  rule  to  the  final  rule 
claims.  Our  examination  of  the  claims 
and  cost  report  data  showed  no 
characteristics  that  would  cause  us  to 
believe  that  the  estimated  costs  for  this 
final  rule  with  comment  period  are 
inappropriate  for  the  services  furnished. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  pay  for  proton  beam 
therapy  through  APCs  0664  and  0667, 
with  payment  rates  based  upon  the  most 
current  claims  and  cost  report  data  for 
these  services.  The  final  CY  2009  APC  ‘ 
median  costs  of  APCs  0664  and  0667  are 
approximately  $688  and  $822, 
respectively. 

b.  Implantation  of  Interstitial  Devices 
(APC  0310) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  reassign  CPT  code 
55876  (Placement  of  interstitial 
device(s)  for  radiation  therapy  guidance 
(e.g.,  fiducial  markers,  dosimeter), 
prostate  (via  needle,  any  approach), 
single  or  multiple)  to  APC  0310  (Level 
III  Therapeutic  Radiation  Treatment 
Preparation)  with  a  proposed  payment 
rate  of  approximately  $901,  based  on 
our  review  of  CY  2007xlaims  data  for 
the  service  and  consideration  of  the 
service’s  clinical  characteristics.  For  CY 
2008,  CPT  code  55876  is  assigned  to 
APC  0156  (Level  III  Urinary  and  Anal 
Procedures),  with  a  payment  rate  of 
approximately  $194. 

Comment:  One  commenter  supported 
the  proposed  reassignment  of  CPT  code 
55876  to  APC  0310,  with  the  proposed 
increase  in  payment  for  the  service. 

Response:  We  appreciate  the 
commenter’s  support  and  are  finalizing, 
without  modification,  our  CY  2009 
proposal  to  reassign  CPT  code  55876  to 
APC  0310,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $873. 

c.  Stereotactic  Radiosurgery  (SRS) 
Treatment  Delivery  Services  (APCs 
0065,  0066,  and  0067) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
SRS  CPT  codes  77372  (Radiation 
treatment  delivery,  stereotactic 
radiosurgery  (SRS)  (complete  course  of 
treatment  of  cerebral  lesion(s)  consisting 
of  1  session);  linear  accelerator  based) 
and  77373  (Stereotactic  body  radiation 
therapy,  treatment  delivery,  per  fraction 
to  1  or  more  lesions,  including  image 
guidance,  entire  course  not  to  exceed  5 
fractions)  status  indicator  “B”  under  the 
OPPS,  to  indicate  that  these  CPT  codes 
are  not  payable  under  the  OPPS. 
Alternatively,  we  proposed  to  continue 
to  recognize  for  separate  payment  the 
HCPCS  G-codes  that  describe  SRS 
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treatment  delivery  services.  Specifically, 
we  proposed  the  following:  to  assign 
HCPCS  code  G0173  (Linear  accelerator 
based  stereotactic  radiosurgery, 
complete  course  of  therapy  in  one 
session)  to  APC  0067  (Level  III 
Stereotactic  Radiosurgery,  MRgFUS,  and 
MEG),  with  a  proposed  payment  rate  of 
approximately  $3,664;  to  assign  HCPCS 
code  G0251  (Linear  accelerator-based 
stereotactic  radiosurgery,  delivery 
including  collimator  changes  and 
custom  plugging,  fractionated  treatment, 
all  lesions,  per  session,  maximum  five 
sessions  per  course  of  treatment)  to  APC 
0065  (Level  I  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG  ),  with  a  proposed 
payment  rate  of  approximately  $995;  to 
assign  HCPCS  code  G0339  (Image- 
guided  robotic  linear  accelerator-based 
stereotactic  radiosurgery,  complete 
course  of  therapy  in  one  session  or  first 
session  of  fractionated  treatment)  to 
APC  0067,  with  a  proposed  payment 
rate  of  approximately  $3,664;  and  to 
assign  HCPCS  code  G0340  (Image- 
guided  robotic  linear  accelerator-based 
stereotactic  radiosurgery,  delivery 
including  collimator  changes  and 
custom  plugging,  fractionated  treatment, 
all  lesions,  per  session,  second  through 
fifth  sessions,  maximum  five  sessions 
per  course  of  treatment)  to  APC  0066 
(Level  II  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG),  with  a  proposed 
payment  rate  of  approximately  $2,654. 

Comment:  Several  commenters  urged 
CMS  to  recognize  CPT  codes  77'i72  and 
77373  under  the  OPPS  rather  than 
continuing  to  use  the  Level  II  HCPCS  G- 
codes  for  SRS  treatment  delivery 
services.  One  commenter  requested  that 
CMS  recognize  the  CPT  codes  to 
facilitate  claims  processing  by  non- 
Medicare  payers  who  do  not  accept 
temporary  HCPCS  codes  in  their  claims 
processing  systems.  Another  commenter 
suggested  that  CMS  recognize  the  SRS 
treatment  delivery  CPT  codes  for 
separate  payment  under  the  OPPS,  and 
provide  payment  through  one  clinical 
APC.  The  commenter  argued  that  this 
change  would  reduce  the  number  of 
APCs  for  SRS  treatment  delivery 
services  and  provide  more  clarity  to 
hospitals. 

Response:  As  we  explained  in  both 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68025-68026) 
and  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66734 
through  66737),  we  decided  to  recognize 
the  Level  II  HCPCS  codes,  specifically 
HCPCS  codes  G0251  and  G0340, 
because  they  are  more  specific  in  their 
descriptors  than  the  CPT  codes  for  SRS 
treatment  delivery  services.  In  the  CY 
2004  OPPS  final  rule  with  comment 
period  (68  FR  63431 )  and  in  the  CY 


2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66735),  we  also 
explained  the  basis  for  creating  the 
Level  II  HCPCS  codes.  We  continue  to 
believe  that  the  Level  II  HCPCS  codes 
are  more  specific  in  their  descriptors 
and  more  accurately  reflect  the  SRS 
treatment  delivery  services  provided  in 
the  hospital  outpatient  setting  than  the 
CPT  codes  for  SRS  treatment  delivery 
services. 

Analysis  of  the  CY  2007  claims  data 
used  for  this  final  rule  with  comment 
period  indicate  that  the  HCPCS  code¬ 
specific  mecfian  cost  is  approximately 
$931  for  HCPCS  code  G0251; 
approximately  $2,522  for  HCPCS  code 
G0340;  approximately  $3,523  for  HCPCS 
code  G0173;  and  approximately  $3,718 
for  HCPCS  code  G0339.  Because  the  CY 

2009  median  costs  of  HCPCS  codes 
G0173,  G0251,  G0339,  and  G0340  vary 
significantly,  we  do  not  believe  it  would 
be  appropriate  to  provide  OPPS 
payment  through  a  single  APC  for  these 
SRS  treatment  delivery  services  in  CY 
2009.  Furthermore,  we  have  no  way  of 
crosswalking  hospital  costs  for  the 
HCPCS  G-codes  to  the  expected  costs  for 
the  SRS  CPT  codes  that  would  ensure 
continued  accurate  payment  for  SRS 
treatment  delivery  services  under  the 
OPPS  if  we  were  to  recognize  the  CPT 
codes.  Depending  on  the  individual 
clinical  case,  the  SRS  treatment  delivery 
services  described  by  a  single  CPT  code 
could  be  reported  by  one  of  several  of 
the  HCPCS  G-codes  and,  similarly,  the 
SRS  treatment  delivery  services 
currently  described  by  a  single  HCPCS 
G-code  could  be  reported  by  one  of 
several  CPT  codes. 

Hospitals  have  told  us  that  many 
other  payers  recognize  Level  II  HCPCS. 
codes  for  payment,  although  each  payer 
may  set  its  own  reporting  guidelines. 
With  respect  to  the  identification  of 
HCPCS  codes  for  services  under  the 
OPPS,  we  recognize  those  codes  that 
lead  to  the  most  appropriate  payment 
for  services  under  the  OPPS,  using  CPT 
codes  whenever  we  believe  their 
recognition  leads  to  accurate  payment. 
Otherwise,  we  may  determine  that  Level 
II  HCPCS  codes  should  be  used  for 
reporting  OPPS  services,  as  is  the  case 
for  SRS  services. 

Comment:  Some  commenters 
expressed  concern  about  the  difference 
in  the  proposed  payment  rate  of 
approximately  $995  for  HCPCS  code 
G0251  and  that  of  approximately  $2,654 
for  HCPCS  code  G0340.  The 
commenters  found  no  clinical 
justification  for  the  differential  payment 
for  these  services.  They  believed  thr¬ 
one  technology  should  not  be  favored 
over  another  when  both  technologies 
provide  similar  radiation  dose 


distribution  and  clinical  outcomes.  The 
commenters  recommended  that  CMS 
recognize  CPT  codes  77372  and  77373 
rather  than  use  HCPCS  codes  G0251  and 
G0340,  and  set  the  payment  rate  to  be 
the  same  for  both  CPT  codes.  Another 
commenter  requested  that  CMS 
continue  to  recognize  the  four  HCPCS 
G-codes  for  SRS  treatment  delivery 
services  and  finalize  their  proposed 
assignments  to  their  respective  clinical 
APCs  for  CY  2009. 

Response:  As  we  have  stated 
previously,  we  believe  that  HCPCS 
codes  G0251  ahd  G0340  are  more 
specific  in  their  descriptors  for  SRS 
treatment  delivery  services  than  CPT 
codes  77372  and  77373,  and  therefore, 
we  will  continue  to  recognize  the  Level 
II  HCPCS  codes  for  SRS  treatment 
delivery  services  under  the  OPPS. 

Based  on  our  review  of  the  CY  2007. 
claims  data  used  for  this  final  rule  with 
comment  period,  we  found  that  the 
costs  of  HCPCS  codes  G0251  and  G0340 
differ  significantly.  Specifically,  our  CY 
2007  claims  data  showed  10,022  single 
claims  for  HCPCS  G0340,  with  a  HCPCS 
code-specific  median  cost  of 
approximately  $2,522,  whereas  the 
median  cost  for  HCPCS  code  G0251 
based  on  3,132  single  claims  is  only 
approximately  $931.  Our  CY  2007 
claims  data  used  for  this  final  rule  with 
comment  period  do  not  support  a  single 
payment  for  both  services  as  suggested 
by  some  commenters,  and  as  a  result, 
we  find  no  justification  for  setting  the 
same  payment  rate  for  the  CPT  codes 
that  would  describe  some  of  the  services 
currently  reported  with  HCPCS  codes 
G025  and  G0340. 

Moreover,  we  note  that  there  are  two 
additional  Level  II  HCPCS  codes  for  SRS 
treatment  delivery  services  that  are  . 
recognized  for  payment  under  the 
OPPS,  specifically  HCPCS  codes  G0173 
and  G0339,  that  describe  services  that 
could  be  reported  under  CPT  code 
77372  or  77373.  These  HCPCS  G-codes 
also  have  median  costs  of  approximately 
$3,523  and  $3,718,  respectively, 
significantly  different  from  the  median 
costs  of  HCPCS  codes  G0251  and  G0340 
and,  therefore,  we  proposed  to  assign 
HCPCS  codes  G0173  and  G0339  to  a 
third  clinical  APC,  that  is  APC  0067,  We 
continue  to  believe  that  all  four  HCPCS 
G-codes  for  SRS  treatment  delivery 
services  are  most  appropriately  assigned 
to  the  three  APCs  in  the  Stereotactic 
Radiosurgery,  MRgFUS,  and  MEG 
clinical  series,  where  they  are  paid 
based  on  APC  median  costs  that  are 
consistent  with  their  HCPCS  code¬ 
specific  median  costs  that  reflect 
required  hospital  resources. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
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our  CY  2009  proposal,  without 
modification,  to  continue  to  recognize 
Level  II  HCPCS  codes  G0251  and  G0340, 
instead  of  CPT  codes  77372  and  77373, 
for  the  reporting  of  SRS  treatment 
delivery  services  under  the  OPPS  in  CY 
2009.  For  CY  2009,  HCPCS  code  G0251 
is  assigned  to  APC  0065  with  a  final 
APC  median  cost  of  approximately 
$931,  and  HCPCS  code  G0340  is 
assigned  to  APC  0066  with  a  final  APC 
median  cost  of  approximately  $2,522. 
We  also  are  finalizing  our  CY  2009 
proposal  to  continue  to  recognize 
HCPCS  codes  G0173  and  G0339, 
assigned  to  APC  0067  with  a  final 


median  cost  of  approximately  $3,718, 
for  certain  SRS  services  reported  in 
accordance  with  the  codes  descriptors 
of  these  two  HCPCS  G-codes. 

In  addition,  for  CY  2009,  the  CPT 
Editorial  Panel  decided  to  delete  CPT 
code  61793  (Stereotactic  radiosurgery 
(particle  beam,  gamma  ray  or  linear 
accelerator),  one  or  more  sessions)  on 
December  31,  2008,  and  replace  it  with 
several  new  CPT  codes,  specifically  CPT 
codes  61796, 61797,  61798,  61799, 
61800,  63620,  and  63621,  effective 
January  1,  2009.  Similar  to  its 
predecessor  code,  all  of  the  replacement 
codes  have  been  assigned  status 


indicator  “B”  on  an  interim  basis  under 
the  OPPS  because  we  are  continuing  to 
recognize  the  HCPCS  G-codes  for  SRS 
treatment  delivery  services  under  the 
OPPS  in  CY  2009.  In  accordance  with 
our  established  policy  for  the  treatment 
of  new  CPT  codes  under  the  OPPS,  we 
also  have  assigned  these  replacement 
codes  comment  indicator  “NI”  in 
Addendum  B  to  this  final  rule  with 
comment  period  to  indicate  that  these 
new  CPT  codes  are  open  to  public 
comment  in  this  final  rule  with 
comment  period.  The  replacement 
codes  for  CPT  code  61793  are  displayed 
in  Table  18  below. 


Table  18— Replacement  Codes  for  CPT  Code  61793  Effective  January  1,  2(X)9 


CY  2009  HCPCS  code 

CY  2009  long  descriptor 

CY2009 
interim  SI 

61796  . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray,  or  linear  accelerator);  1  simple 
cranial  lesion. 

B 

61797  . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray  or  linear  accelerator);  each  addi¬ 
tional  cranial  lesion,  simple. 

B 

61798  . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray  or  linear  accelerator):  1  complex 
cranial  lesion. 

B 

61799  . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray  or  linear  accelerator);  each  addi¬ 
tional  cranial  lesion,  complex. 

B 

1 

61800  . 

Application  of  stereotactic  headframe  for  stereotactic  radiosurgery . 

B 

63620  . . . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray,  or  linear  accelerator);  1  spinal  le¬ 
sion. 

B 

63621  . 

Stereotactic  radiosurgery  (particle  beam,  gamma  ray  or  linear  accelerator);  each  addi- 

B 

% 

tional  spinal  lesion. 

i _ 

7.  Other  Procedures  and  Services 

a.  Negative  Pressure  Wound  Therapy 
(APC  0013) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  assign  CPT  codes 
97605  (Negative  pressure  wound 
therapy  (e.g.,  vacuum  assisted  drainage 
collection),  including  topical 
application(s),  wound  assessment,  and 
instruction(s)  for  ongoing  care,  per 
session:  total  wound(s)  surface  area  less 
than  or  equal  to  50  square  centimeters) 
and  97606  (Negative  pressure  wound 
therapy  (e.g.,  vacuum  assisted  drainage 
collection),  including  topical 
application(s),  wound  assessment,  and 
instruction(s)  for  ongoing  care,  per 
session;  total  wound(s)  surface  area 
greater  than  50  square  centimeters)  to 
APC  0013  (Level  II  Debridement  and 
Destruction)  for  CY  2009,  with  a 
proposed  payment  rate  of  approximately 
$55.  For  CY  2008,  CPT  code  97605  is 
also  assigned  to  APC  0013,  with  a 
payment  rate  of  approximately  $51,  but 
CPT  code  97606  is  assigned  to  APC 
0015  (Level  III  Debridement  and 
Destruction),  with  a  payment  rate  of 
approximately  $93.  We  proposed  to 
reassign  CPT  code  97606  from  APC 
0015  to  APC  0013  for  CY  2009  because 
its  median  cost  of  $75,  based  on  the  CY 


2007  proposed  rule  claims  data, 
indicated  that  the  resource  costs 
associated  with  this  procedure  were 
more  similar  to  the  resource  costs  of  the 
procedures  assigned  to  APC  0013  than 
the  procedures  assigned  to  APC  0015. 

Comment:  One  commenter  requested 
that  CMS  maintain  the  CY  2008 
payment  rates  for  CPT  codes  97605  and 
97606  in  CY  2009  and  noted  that 
negative  pressure  wound  therapy  often 
requires  greater  time  and  resources  than 
reflected  in  the  proposed  payment  rate 
for  CPT  code  97606.  The  commenter 
claimed  that  these  codes  are  used  to 
report  negative  pressure  wound  therapy 
for  increasingly  more  complicated 
wounds.  The  commenter  also  requested 
that  CMS  refer  both  codes  to  the  CPT 
Wound  Care  Workgroup  for 
development  of  new  code  descriptors. 

Response:  As  a  result  of  the  concerns 
raised  by  the  commenter,  we  reviewed 
the  clinical  characteristics  and  HCPCS 
code-specific  median  costs  from  our  CY 
2007  claims  data  for  all  procedures  we 
proposed  to  assign  to  APCs  0013  and 
0015  for  CY  2009.  Based  on  the  resource 
costs  associated  with  these  codes,  as 
reported  by  hospitals,  we  continue  to 
believe  that  APC  0013  is  the  most 
appropriate  assignment  for  CPT  codes 
97605  and  97606.  The  median  costs  of 


these  two  services  are  approximately 
$64  and  $74,  respectively,  based  on 
thousands  of  single  claims  available  for 
ratesetting.  These  median  costs  fall  well 
within  the  range  of  median  costs  of  the 
other  significant  procedures  also 
assigned  to  APC  0013,  ranging  fi-om 
approximately  $40  to  $78.  In  contrast, 
the  median  cost  of  APC  0015  is 
significantly  higher,  at  approximately 
$98,  than  the  median  costs  of  the 
negative  pressure  wound  therapy 
services. 

To  the  extent  that,  in  the  future, 
hospitals  use  these  CPT  codes  to  report 
more  resource  intensive  services  than 
are  currently  reflected  in  claims  data, 
we  would  expect  to  see  higher  costs 
reported  by  hospitals  in  the  future.  We 
would  reevaluate  whether  a  different 
APC  assignment  was  appropriate  at  that 
time.  We  currently  do  not  have  concerns 
based  on  historical  patterns  of  hospital 
reporting  and  hospital  costs  about  the 
CPT  codes  reported  by  hospitals  for 
payment  of  negative  pressure  wound 
care  services  under  the  OPPS.  We  note 
that  any  interested  party  may  refer  CPT 
codes  to  the  CPT  Editorial  Panel  for 
reassessment. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 


68624  Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


modification,  to  assign  CPT  codes  97605 
and  97606  to  APC  0013,  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$53. 

b.  Endovenous  Ablation  (APCs  0091  and 
0092) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
CPT  code  36475  {Endovenous  ablation 
therapy  of  incompetent  vein,  extremity, 
inclusive  of  all  imaging  guidance  and 
monitoring,  percutaneous, 
radiofrequency:  first  vein  treated)  to 
APC  0091  (Level  II  Vascular  Ligation) 
and  to  continue  to  assign  CPT  code 
36478  (Endovenous  ablation  therapy  of 
incompetent  vein,  extremity,  inclusive 
of  all  imaging  guidance  and  monitoring, 
percutaneous,  laser;  first  vein  treated)  to 
APC  0092  (Level  I  Vascular  Ligation), 
with  proposed  payment  rates  of 
approximately  $2,833  and  $1,781, 
respectively.  The  CY  2008  payment  rate 
for  APC  0091  is  ■'pproximately  $2,714, 
and  the  CY  2008  payment  rate  for  APC 
0092  is  approximately  $1,646. 

Comment:  One  commenter  expressed 
concern  about  decreases  in  the  OPPS 
payment  for  outpatient  medical 
procedures,  specifically  for  CPT  codes 
36475  and  36478,  while  the  costs  of 
supplies  and  malpractice  insurance  and 
the  costs  of  care  for  the  uninsured  have 
increased. 

Response:  We  review,  on  an  annual 
basis,  the  APC  assignments  and  relative 
payment  weights  for  services  and  items 
paid  under  the  OPPS.  Based  on  our 
findings,  we  propose  to  revise  the  APC 
assignments  to  account  for  the  following 
factors:  Changes  in  medical  practice; 
changes  in  technology;  addition  of  new 
services;  new  cost  data;  advice  and 
recommendations  from  the  APC  Panel; 
and  other  relevant  information.  The 
OPPS  is  a  budget  neutral  payment 
system,  with  payment  for  most 
individual  services  determined  by  the 
relative  costs  of  the  required  hospital 
resources  as  determined  from  historical 
hospital  costs  for  these  services.  For  CY 
2009,  we  estimate  that  providers  overall 
will  receive  a  3.9  percent  increase  in 
aggregate  payment  under  the  OPPS,  as 
discussed  in  more  detail  in  section 
XXIII.B.  of  this  final  rule  with  comment 
period.  We  note  that  we  proposed  to 
increase  the  CY  2009  payment  rates  for 
CPT  codes  36475  and  36478  by 
approximately  5  percent,  2  percentage 
points  more  than  the  proposed  annual 
CY  2009  market  basket  update  factor  of 
3  percent  for  the  OPPS,  based  on  the 
relative  costs  that  hospitals  have 
reported  to  us  for  these  OPPS  services. 

Based  on  our  latest  CY  2007  claims 
data,  we  believe  that  CPT  code  36475, 
with  a  final  HCPCS  code-specific 

♦ 


median  cost  of  approximately  $2,404,  is 
appropriately  assigned  to  APC  0091, 
with  a  final  APC  median  cost  of 
approximately  $2,828.  Similarly,  we 
believe  that  CPT  code  36478,  with  a 
final  HCPCS  code-specific  median  cost 
of  approximately  $1,853,  is 
appropriately  assigned  to  APC  0092, 
with  a  final  APC  median  cost  of 
approximately  $1,767.  Both  oY  these 
procedures  are  clinically  similar  to 
other  procedures  also  assigned  to  their 
respective  APCs,  and  they  are  similar  in 
terms  of  hospital  resources  to  the  other 
procedures  assigned  to  their  respective 
APCs,  as  reflected  in  their  median  costs. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  assignment  of 
CPT  code  36475  to  APC  0091,  with  a 
final  CY  2009  APC  median  cost  of 
approximately  $2,828,  and  CPT  code 
36478  to  APC  0092,  with  a  final  CY 
2009  APC  median  cost  of  approximately 
$1,767. 

c.  Unlisted  Antigen  Skin  Testing  (APC 
0341) 

CPT  code  86486  (Skin  test;  unlisted 
antigen,  each)  is  a  new  CPT  code  for  CY 
2008.  Therefore,  in  accordance  with  our 
established  policy  for  the  treatment  of 
new  CPT  codes  under  the  OPPS,  in 
Addendum  B  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period,  we 
assigned  CPT  code  86486  an  interim 
status  indicator  of  “A”  (Services 
furnished  to  a  hospital  outpatient  that 
are  paid  under  a  few  schedule  or 
payment  system  other  than  OPPS).  In 
that  final  rule  with  comment  period,  we 
also  assigned  CPT  code  86468  comment 
indicator  “NI”  to  indicate  that  its  OPPS 
treatment  as  a  new  code  was  open  to 
public  comment  in  that  rule.  As  stated 
earlier  in  section  IILD.4.b.  of  this  final 
rule  with  comment  period  and  in 
accordance  with  our  longstanding 
policy,  we  do  not  respond  to  public 
comments  submitted  on  the  OPPS/ASC 
final  rule  with  comment  period  with 
respect  to  these  interim  assignments  in 
the  proposed  OPPS/ASC  rule  for  the 
following  calendar  year.  However,  we 
do  review  and  take  into  consideration 
these  public  comments  received  during 
the  development  of  the  proposed  rule 
when  we  evaluate  APC  assignments  for 
the  following  year,  and  we  respond  to 
them  in  the  final  rule  for  that  following 
calendar  year. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  assign  CPT  code 
86486  to  APC  0341  (Skin  Tests)  with  a 
status  indicator  of  “X”  and  a  proposed 
payment  rate  of  approximately  $6. 

Comment:  One  commenter  on  the  CY 
2008  OPPS/ASC  final  rule  with 


comment  period  questioned  CMS’s  CY 
2008  interim  status  indicator 
assignment  of  “A”  to  CPT  code  86486, 
when  all  of  the  other  CPT  codes  within 
the  same  clinical  series  were  assigned 
status  indicator  “X”  and  paid  separately 
under  APC  0341.  The  commenter 
requested  that  CMS  review  the  interim 
status  indicator  assignment  for  CPT 
code  86486  and  analyze  the  code’s 
similarity  to  other  skin  tests  that  are 
assigned  to  APC  0341. 

Response:  After  reviewing  the 
concerns  raised  by  the  commenter  and 
the  clinical  and  resources  characteristics 
of  CPT  code  86486,  we  agree  with  the 
commenter  that  the  service  should  be 
assigned  to  APC  0341  with  a  status 
indicator  of  “X,”  and  we  made  this 
proposal  for  CY  2009. 

We  did  not  receive  any  public 
comments  regarding  our  CY  2009 
proposal.  Therefore,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  assign  CPT  code  86486 
to  APC  0341,  with  a  final  CY  2009  APC 
median  cost  of  approximately  $5. 

d.  Home  International  Normalized  Ratio 
(INR)  Monitoring  (APC  0607) 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  to  assign 
HCPCS  code  G0248  (Demonstratioi^ 
prior  to  initial  use,  of  home  INR 
monitoring  for  patient  with  either 
mechanical  heart  valve(s),  chronic  atrial 
fibrillation,  or  venous  thromboembolism 
who  meets  Medicare  coverage  criteria, 
under  the  direction  of  a  physician; 
includes:  face-to-face  demonstration  of 
use  and  care  of  the  INR  monitor, 
obtaining  at  least  one  blood  sample, 
provision  of  instructions  for  reporting 
home  INR  test  results,  and 
documentation  of  patient  ability  to 
perform  testing  prior  to  its  use)  and 
HCPCS  code  G0249  {(Provision  of  test 
materials  and  equipment  for  home  INR 
monitoring  of  patient  with  either 
mechanical  heart  valve(s),  chronic  atrial 
fibrillation,  or  venous  thromboembolism 
who  meets  Medicare  coverage  criteria; 
includes  provision  of  materials  for  use 
in  the  home  and  reporting  of  test  results 
to  physician;  not  occurring  more 
frequently  than  once  a  week)  to  APC 
0607  (Level  4  Hospital  Clinic  Visits)  for 
CY  2009,  with  a  proposed  payment  rate 
of  approximately  $106.  The  CY  2008 
payment  rate  for  APC  0607  is 
approximately  $104. 

Comment:  One  commenter  stated  that 
it  was  reasonable  for  CMS  to  maintain 
assignment  of  these  two  CPT  codes  to 
APC  0607  for  CY  2009.  The  commenter 
stated  that  this  assignment  continues  to 
be  reasonable  insofar  as  the  services  are 
clinically  homogeneous  and  the 
proposed  payment  rate,  although  likely 
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The  2008  CPT  book  also  includes  a 
parallel  set  of  CPT  codes  whose  category 
heading  in  the  CPT  book  specifies  that 
these  codes  are  to  be  reported  for 


services  provided  in  the  office  or  other 
outpatient  facilities.  These  CPT  codes 
were  listed  in  Table  17  of  the  CY  2009 
OPPS/ASC  proposed  rule,  which  is 


reprinted  below  as  Table  20.  These  CPT 
codes  also  have  been  assigned  to  APCs 
0322  and  0323  since  the 
implementation  of  the  OPPS. 


Table  20— Office  or  Other  Outpatient  Facility  Psychotherapy  Codes 


90804 

90805 

90806 

90807 

90808 

90809 

90810 

90811 

90812 

90813 

90814 

90815 


CY  2009  HCPCS  code 


CY  2009  long  descriptor 


Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
facility,  approximately  20  to  30  minutes  face-to-face  with  the  patient; 

Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
facility,  approximately  20  to  30  minutes  face-to-face  with  the  patient;  with  medical  evaluation  and  man¬ 
agement  services. 

i  Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
j  facility,  approximately  45  to  50  minutes  face-to-face  with  the  patient; 

Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
I  facility,  approximately  45  to  50  minutes  face-to-face  with  the  patient;  with  iriedical  evaluation  and  man¬ 
agement. 

Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
facility,  approximately  75  to  80  minutes  face-to-face  with  the  patient; 

Individual  psychotherapy,  insight  oriented,  behavior  modifying  and/or  supportive,  in  an  office  or  outpatient 
facility,  approximately  75  to  80  minutes  face-to-face  with  the  patient;  with  medical  evaluartion  and  man¬ 
agement  services. 

Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  20  to  30  min¬ 
utes  face-to-face  with  the  patient; 

Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  20  to  30  min¬ 
utes  face-to-face  with  the  patient;  with  medical  evaluation  and  management  services. 

Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  45  to  50  min¬ 
utes  face-to-face  with  the  patient; 

Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  45  to  50  min- 
i  utes  face-to-face  with  the  patient;  with  medical  evaluation  and  management  services. 

Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  75  to  80  min- 
j  utes  face-to-face  with  the  patient; 

I  Individual  psychotherapy,  interactive,  using  play  equipment,  physical  devices,  language  interpreter,  or  other 
i  mechanisms  of  non-verbal  communication,  in  an  office  or  outpatient  facility,  approximately  75  to  80  min- 
i  utes  face-to-face  with  the  patient;  with  medical  evaluation  and  management  services. 


Our  CY  2007  claims  data  for  the  CY 
2009  OPPS/ASC  proposed  rule 
(excluding  all  claims  for  partial 
hospitalization  services)  included 
approximately  10,000  OPPS  claims  for 
CPT  codes  90816  through  90829, 
compared  with  approximately  500,000 
claims  for  CPT  codes  90804  through 
90815.  We  were  unclear  as  to  what 
HOPD  services  these  claims  for  CPT 
codes  90816  through  90829  represented 
and  believed  that  these  may  be 
misco'ded  claims.  We  did  not  believe 
that  CPT  codes  90816  through  90829 
could  be  appropriately  reported  for 
hospital  outpatient  services  that  are  not 
part  of  a  partial  hospitalization  program. 
Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41476),  we 
proposed  to  assign  status  indicator  “P” 
to  CPT  codes  90816  through  90829  for 
CY  2009,  indicating  that  these  services 
may  be  billed  appropriately  and  paid 
under  the  OPPS  only  when  they  are  part 
of  a  partial  hospitalization  program. 
Partial  hospitalization  services  are  not 
included  in  our  ratesetting  process  for 


nonpartial  hospitalization  OPPS 
services.  Under  this  proposal,  hospitals 
would  continue  to  report  CPT  codes 
90804  through  90815  for  individual 
psychotherapy  services  provided  in  the 
HOPD  that  are  not  part  of  partial 
hospitalization  services,  consistent  with 
CPT  instructions. 

For  the  CY  2009  OPPS/ASC  proposed 
rule,  we  recalculated  the  median  costs 
for  APCs  0322  and  0323,  after  assigning 
status  indicator  “P”  to  CPT  codes  90816 
through  90829  (73  FR  41477).  We  stated 
in  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41477)  that,  as  partial 
hospitalization  services  only,  the  claims 
data  for  these  codes  would  only  be 
considered  for  ratesetting  with  respect 
to  partial  hospitalization  services  paid 
through  the  two  proposed  CY  2009 
partial  hospitalization  APCs, 
specifically  APC  0172  (Level  I  Partial 
Hospitalization  (3  services))  and  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)),  and  that  no  historical 
hospital  claims  data  would  continue  to 
map  to  APCs  0322  and  0323.  We  refer 
readers  to  section  X.B.  of  this  final  rule 


with  comment  period  for  a  complete 
discussion  of  the  proposed  CY  2009 
partial  hospitalization  payment  policy. 
The  CY  2009  proposed  median  costs  for 
APCs  0322  and  0323  were 
approximately  $88  and  $108, 
respectively.  This  proposed  new 
configuration  for  APC  0323  eliminated 
the  longstanding  2  times  violation  for 
this-APC,  although  the  median  cost 
remained  approximately  the  same  as  it 
was  for  CYs  2007  and  2008. 

During  its  March  2008  APC  Panel 
meeting,  the  APC  Panel  recommended 
that  CMS  restructure  APC  0323  as 
described  above,  and  that  a  similar 
restructuring  be  considered  for  APC 
0322.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41477),  we  stated 
that  we  were  adopting  the  APC  Panel’s 
recommendation  and,  therefore,  we 
proposed  to  assign  status  indicator  “P” 
to  CPT  codes  90816  through  90829  for 
CY  2009. 

Comment:  Several  commenters 
requested  that  CMS  not  assign  status 
indicator  “P”  to  CPT  codes  90804 
through  90815,  indicating  that  these 
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services  are  often  billed  by  HOPDs 
outside  of  a  partial  hospitalization 
program. 

Response:  We  believe  that 
commenters  may  have  misunderstood 
our  proposal.  For  CY  2009,  we  proposed 
to  assign  status  indicator  “Q3”  rather 
than  “P”  to  CPT  codes  90804  through 
90815.  We  proposed  to  assign  status 
indicator  “P”  to  CPT  codes  90816 
through  90829,  in  order  that  payment 
for  CPT  codes  90816  through  90829 
would  only  be  made  through  payment 
for  a  partial  hospitalization  program.  We 
agree  with  the  commenters  that  CPT 
codes  90804  through  90815  may  be  / 
appropriately  billed  by  HOPDs  outside 
of  a  partial  hospitalization  program,  as 
reflected  in  our  CY  2009  proposal. 
Hospitals  would  continue  to  receive 
payment  for  CPT  codes  90804  through 
90815  when  billed  by  an  HOPD. 

We  believe  that  commenters  may  have 
been  confused  about  the  proposal  to 
assign  status  indicator  “Q3”  to  CPT 
codes  90804  through  90815  for  CY  2009. 
As  discussed  in  detail  in  section 
II.A.2.e.(4)  of  this  final  rule  with 
comment  period,  for  CY  2009  we 
proposed  to  change  the  status  indicator 
to  “Q3”  (Codes  that  May  be  Paid 
Through  a  Composite  APC),  for  the 
HCPCS  codes  that  describe  the  specified 
mental  health  services  to  which  APC 
0034  (Mental  Health  Services 
Composite)  applies.  These  codes  are 
conditionally  packaged  when  the  sum  of 
the  payment  rates  for  the  single  code 
APCs  to  which  they  are  assigned 
exceeds  the  per  diem  payment  rate  for 
partial  hospitalization.  We  proposed  to 
apply  this  status  indicator  policy  to  the 
HCPCS  codes  that  are  assigned  to 
composite  APC  0034  in  Addendum  M  to 
the  proposed  rule.  We  refer  readers  to 
section  XIII.  A.  of  this  final  rule  with 
comment  period  for  a  complete 
discussion  of  status  indicators  and  our 
status  indicator  changes  for  CY  2009. 

Comment:  Several  commenters 
expressed  concern  that  the  payment  rate 
for  APC  0325  (Group  Psychotherapy)  as 
proposed  for  CY  2009  reflected  a 
decrease  of  21.62  percent  ft-om  CY  2006 
to  CY  2009.  One  commenter  was 
concerned  that  the  payment  rate  would 
be  insufficient  to  cover  its  costs  for 
providing  mental  health  services, 
especially  in  a  geographic  area 
designated  as  a  Mental  Health  Provider 
Shortage  Area.  Another  commenter 
asked  whether  the  proposed  APC 
payment  rates  for  APCs  0322,  0323, 

0324  (Family  Psychotherapy),  and  0325 
were  properly  set  based  upon 
substantiated  data. 

Response:  Unlike  APCs  0322  and 
0323,  we  did  not  specifically  discuss 
APCs  0324  and  0325  in  the  CY  2009 


OPPS/ASC  proposed  rule  because  we 
did  not  propose  any  significant  changes 
to  these  APCs.  Instead,  we  proposed  to 
calculate  payment  rates  for  these  APCs 
following  our  standard  OPPS  ratesetting’ 
methodology. 

As  one  commenter  noted,  the 
payment  rate  for  APC  0325  declined  by 
17  percent  between  CYs  2006  and  2007 
and  then  declined  an  additional  5 
percent  from  CY  2007  to  CY  2008.  The 
CY  2009  proposed  payment  rate  for  APC 
0325  of  approximately  $63  represents  an 
additional  decrease  of  1  percent  from 
CY  2008,  However,  based  upon  the 
updated  CY  2007  final  rule  claims  data, 
the  CY  2009  payment  rate  for  APC  0325 
is  $65,  very  similar  to  the  CY  2008 
payment  rate  of  approximately  $63.  As 
noted  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66739),  we  cannot  speculate  as  to  why 
the  median  cost  of  group  psychotherapy 
services  decreased  significantly  between 
CY  2006  and  CY  2008. 

We  note  that  we  have  robust  claims 
data  for  the  CPT  codes  that  map  to  APC 
0325.  Specifically,  we  were  able  to  use 
more  than  99  percent  of  the 
approximately  1.5  million  claims 
submitted  by  hospitals  to  report  group 
psychotherapy  services.  We  set  the 
payment  rates  for  the  APCs  containing 
psychotherapy  services  using  our 
standard  OPPS  methodology  based  on 
relative  costs  from  hospital  outpatient 
claims.  We  have  no  reason  to  believe 
that  our  claims  data,  as  reported  by 
hospitals,  do  not  accurately  reflect  the 
hospital  costs  of  group  psychotherapy 
services.  It  would  appear  that  the 
relative  cost  of  providing  these  mental 
health  services  in  comparison  with 
other  HOPD  services  has  decreased  in 
recent  years. 

Therefore,  for  CY  2009,  we  are 
finalizing  our  CY  2009  proposed 
configurations  for  APC  0322,  0323, 

0324,  and  0325,  without  modification. 

In  doing  so,  we  are  adopting  the  APC 
Panel  recommendation  to  assign  status 
indicator  “P”  to  CPT  codes  90816 
through  90829.  The  final  CY  2009 
median  costs  of  APCs  0322,  0323,  0324, 
and  0325  are  approximately  $85,  $105, 
$161,  and  $63,  respectively. 

f.  Trauma  Response  Associated  With 
Hospital  Critical  Care  Services  (APC 
0618) 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68133 
through  68134),  we  discussed  the 
creation  of  HCPCS  code  G0390  (Trauma 
response  team  activation  associated 
with  hospital  critical  care  service), 
which  became  effective  January  1,  2007. 
HCPCS  code  G0390  is  reported  by 
hospitals  when  providing  critical  care 


services  in  association  with  trauma 
response  team  activation.  HCPGS  code 
G0390  has  been  assigned  to  APC  0618 
(Trauma  Response  with  Critical  Care) 
since  CY  2007,  with  payment  rates  of 
approximately  $495  and  $330  for  CYs 
2007  and  2008,  respectively.  The 
creation  of  HCPCS  code  G0390  enables 
us  to  pay  differentially  for  critical  care 
when  trauma  response  team  activation 
is  associated  with  critical  care  services 
and  when  there  is  no  trauma  response 
team  activation.  We  instructed  hospitals 
to  continue  to  report  CPT  codes  99291 
(Critical  care,  evaluation  and 
management  of  the  critically  ill  or 
critically  injured  patient;  first  30-74 
minutes)  and  99292  (Critical  care, 
evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
each  additional  30  minutes  (List 
separately  in  addition  to  code  for 
primary  service))  for  critical  care 
services  when  they  also  report  HCPCS 
code  G0390. 

For  CYs  2007  and  2008,  we  calculated 
the  median  cost  for  APC  0617  (Critical 
Care)  to  which  CPT  code  99291  is 
assigned  using  the  subset  of  single 
claims  for  CPT  code  99291  that  did  not 
include  charges  under  revenue  code 
068x,  the  trauma  revenue  code,  reported 
on  the  same  day.  We  established  the 
median  cost  for  APC  0618  by  calculating 
the  difference  in  median  costs  between 
the  two  subsets  of  single  claims  for  CPT 
code  99291  representing  the  reporting  of 
critical  care  services  with  and  without 
revenue  code  068x  charges  reported  on 
the  same  day.  For  a  complete 
description  of  the  history  of  the  policy 
and  development  of  the  payment 
methodology  for  these  services,  we  refer 
readers  to  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR  68133 
through  68134).  We  provided  billing 
guidance  in  CY  2006  in  Transmittal 
1139,  Change  Request  5438,  issued  on 
December  22,  2006,  specifically 
clarifying  when  it  would  be  appropriate 
to  report  HCPCS  code  G0390.  The  I/OCE 
logic  only  accepts  HCPCS  code  G0390 
when  it  is  reported  with  revenue  code 
068x  and  CPT  code  99291  on  the  same 
claim  and  on  the  same  date  of  service. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41471),  we  proposed  a 
median  cost  for  APC  0617  of 
approximately  $488  and  a  median  cost 
for  APC  0618  of  approximately  $989  for 
CY  2009.  For  the  CY  2009  OPPS 
ratesetting,  we  used  claims  data  from 
CY  2007  that  also  included  claims  for 
HCPCS  code  G0390,  as  CY  2007  is  the 
initial  year  that  we  established  OPPS 
payment  for  HCPCS  code  G0390.  We 
proposed  to  use  the  line-item  median 
cost  for  HCPCS  code  G0390  in  the  CY 
2007  claims  to  set  the  median  cost  for 
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APC  0618,  as  HCPCS  code  G0390  is  the 
only  code  assigned  to  that  APC.  As 
discussed  in  section  II.A.l.b.  of  this 
final  rule  with  comment  period,  we 
proposed  to  add  HCPCS  code  C0390  to 
the  CY  2009  bypass  list  to  isolate  the 
line-item  cost  for  HCPCS  code  C0390 
and  ensure  that  the  critical  care  claims 
for  CPT  code  99291  that  are  reported 
with  HCPCS  code  C0390  are  available  to 
set  the  medians  for  APC  0617  and 
composite  APC  8003.  The  costs  of 
packaged  revenue  code  charges  and 
HCPCS  codes  for  services  with  status 
indicator  “N”  on  a  claim  with  HCPCS 
code  C0390  would  be  associated  with 
CPT  code  99291  for  ratesetting,  if  the 
claim  for  CPT  code  99291  is  a  single  or 
“pseudo”  single  bill. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41472),  we  proposed  to 
calculate  the  median  cost  for  APC  0617 
using  our  standard  methodology  that 
excludes  those  single  claims  for  critical 
care  services  that  are  eligible  for 
payment  through  the  Level  II  extended 
assessment  and  management  composite 
APC,  that  is  APC  8003,  as  described  in 
section  II.A.2.e.(l)  of  this  final  rule  with 
comment  period  for  CY  2009.  As 
indicated  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41472),  we  believe 
that  these  proposed  refinements  in 
median  cost  calculations  would  result 
in  more  accurate  cost  estimates  and 
payments  for  APCs  0617  and  0618  for 
CY  2009. 

Comment:  One  commenter  supported 
the  proposed  payment  increase  for 
HCPCS  code  G0390  from  $330  in  CY 
2008  to  $991  in  CY  2009.  Several 
commenters  requested  that  CMS  allow 
hospitals  to  report  HCPCS  code  G0390 
with  CPT  code  99285  (Emergency 
department  visit  for  the  evaluation  and 
management  of  a  patient  (Level  5)),  in 
addition  to  CPT  code  99291  (and  CPT 
code  99292,  when  appropriate),  and 
stated  that  when  less  than  30  minutes  of 
critical  care  are  provided  to  a  patient, 
the  hospital  may  not  bill  CPT  code 
99291  and  must  bill  another  appropriate 
visit  code  instead,  often  CPT  code 
99285. 

Response:  We  appreciate  the 
commenter’s  support  for  the  proposed 
CY  2009  payment  for  HCPCS  code 
G0390.  As  noted  by  commenters,  when 
less  than  30  minutes  of  critical  care  are 
provided,  hospitals  may  not  bill  CPT 
code  99291,  according  to  CPT- 
instructions,  and  may  instead  bill  an 
appropriate  visit  code.  We  understand 
that  hospitals  may  be  reporting  CPT 
code  99285  most  often  when  less  than 
30  minutes  of  critical  care  are  provided. 
However,  we  continue  to  believe  that 
the  068x  series  revenue  codes  used  to 
report  a  trauma  response  are  most  often 


reported  with  CPT  code  99291,  rather 
than  other  visit  codes,  and  are  most 
appropriately  paid  separately  only 
under  the  circumstances  that  a  Medicare 
beneficiary  receives  a  significant  period 
of  critical  care  in  the  HOPD. 

If  less  than  30  minutes  of  critical  care 
are  provided,  the  payment  for  trauma 
response  is  packaged  into  payment  for 
the  visit  code  or  other  services  provided 
to  the  patient.  We  note  that  the  cost  of 
trauma  response  will  generally  be 
reflected  in  the  median  cost  for  the  visit 
code  or  other  HCPCS  code  as  a  function 
of  the  frequency  of  the  reporting  of 
trauma  response  charges  with  the 
particular  separately  payable  HCPCS 
code.  Consistent  with  the  principles  of 
a  prospective  payment  system,  OPPS 
payment  may  be  more  or  less  than  the 
estimated  costs  of  providing  a  service  or 
package  of  services  for  a  particular 
patient,  but  with  the  exception  of  outlier 
cases,  is  adequate  to  ensure  access  to 
appropriate  care.  Hospitals  that  bill  a 
visit  code  or  other  services,  as  well  as 
a  charge  for  trauma  response,  may  be 
eligible  for  outlier  payment,  if  their 
costs  meet  the  outlier  threshold. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  pay  separately  for 
HCPCS  code  G0390  when  billed  with 
CPT  code  99291,  and  to  provide 
payment  for  HCPCS  code  G0390 
through  APC  0618,  with  a  final  CY  2009 
APC  median  cost  of  approximately 
$914.  We  are  also  finalizing,  without 
modification,  our  CY  2009  proposal  to 
calculate  the  median  cost  for  HCPCS 
code  G0390  using  our  standard 
methodology  that  excludes  those  single 
claims  for  critical  care  services  that  are 
eligible  for  payment  through  the  Level 
II  extended  assessment  and  management 
composite  APC  8003. 

IV.  OPPS  Payment  for  Devices 

A.  Pass-Through  Payments  for  Devices 

1.  Expiration  of  Transitional  Pass- 
Through  Payments  for  Certain  Devices 

a.  Background 

Section  1833(t)(6)(B)(iii)  of  the  Act 
requires  that,  under  the  OPPS,  a 
category  of  devices  be  eligible  for 
transitional  pass-through  payments  for 
at  least  2,  but  not  more  than  3,  years. 
This  period  begins  with  the  first  date  on 
which  transitional  pass-through 
payments  are  eligible  for  any  medical 
device  that  is  described  by  the  category. 
We  may  establish  a  new  device  category 
for  pass-through  payment  in  any 
quarter.  Under  our  established  policy, 
we  base  the  expiration  dates  for  the 
category  codes  on  the  date  on  which  a 


category  was  first  eligible  for  pass- 
through  payment.  We  propose  and 
finalize  the  dates  for  expiration  of  pass¬ 
through  payments  for  device  categories 
as  part  of  the  OPPS  annual  update. 

Two  currently  eligible  categories, 
HCPCS  code  Cl 821  (Interspinous 
process  distraction  device 
(implantable))  and  HCPCS  code  L8690 
(Auditory  osseointegrated  device, 
includes  all  internal  and  external 
components),  were  established  for  pass¬ 
through  payment  as  of  January  1,  2007. 
These  two  device  categories  will  be 
eligible  for  pass-through  payment  for  2 
years  through  December  31,  2008.  In  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66751),  we 
finalized  our  policy  to  expire  these  two 
categories  from  pass-through  device 
payment  after  December  31,  2008. 

We  also  have  an  established  policy  to 
package  the  costs  of  the  devices  no 
longer  eligible  for  pass-through 
payments  into  the  costs  of  the 
procedures  with  which  the  devices  are 
reported  in  the  claims  data  used  to  set 
the  payment  rates  (67  FR  66763). 
Brachytherapy  sources,  which  are  now 
separately  paid  in  accordance  with 
section  1833(t)(2)(H)  of  the  Act,  are  an 
exception  to  this  established  policy. 

b.  Final  Policy 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41477),  we  stated  that  we 
are  implementing  the  final  decisions 
that  we  discussed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period 
that  finalize  the  expiration  date  of  pass¬ 
through  status  for  device  categories 
described  by  HCPCS  codes  Cl  821  and 
L8690.  We  did  not  receive  any  public 
comments  on  our  statement  of  these 
decisions  on  expiration  of  the  HCPCS 
codes  L8690  and  C1821  categories. 
Responses  to  public  comments 
regarding  the  proposed  CY  2009  APC 
assignments  for  surgical  procedures 
associated  with  HCPCS  codes  L8690 
and  Cl 821  and  into  which  payment  for 
these  devices  is  packaged  for  CY  2009, 
are  included  in  sections  II.A.2.d.(l)  and 
III.D.5.e.  of  this  final  rule  with  comment 
period,  respectively.  Therefore,  as  of 
January  1,  2009,  we  will  di.scontinue 
pass-through  payment  for  HCPCS  device 
category  codes  Cl 821  and  L8690.  In 
accordance  with  our  e.stablished  policy, 
we  will  package  the  costs  of  the  devices 
assigned  to  these  two  device  categories 
into  the  costs  of  the  procedures  with 
which  the  devices  were  billed  in  CY 
2007,  the  year  of  hospital  claims  data 
used  for  this  CY  2009  OPPS  update. 

We  currently  have  no  established 
device  categories  eligible  for  pass¬ 
through  payment  that  are  continuing 
into  CY  2009.  We  continue  to  evaluate 
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applications  for  pass-through  payment 
of  medical  devices  on  an  ongoing  basis. 
We  may  establish  a  new  device  category 
in  any  quarter,  and  we  will  advise  the 
public  of  our  decision  to  establish  a  new 
device  category  in  a  subsequent  quarter 
in  CY  2009  through  the  transmittal  that 
implements  the  OPPS  update  for  the 
applicable  quarter.  We  would  then 
propose  an  expiration  date  for  such  new 
categories  in  future  OPPS  annual 
updates. 

2.  Provisions  for  Reducing  Transitional 
Pass-Through  Payments  To  Offset  Costs 
Packaged  Into  APC  Groups 

a.  Background 

We  have  an  established  policy  to 
estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  the  associated 
devices  that  are  eligible  for  pass-through 
payments  (66  FR  59904).  We  deduct 
from  the  pass-through  payments  for 
identified  device  categories  eligible  for 
pass-through  payments  an  amount  that 
reflects  the  portion  of  the  APC  payment 
amount  that  we  determine  is  associated 
with  the  cost  of  the  device,  defined  as 
the  APC  offset  amount,  as  required  by 
section  1833(t){6)(D)(ii)  of  the  Act.  We 
have  consistently  employed  an 
established  methodology  to  estimate  the 
portion  of  each  APC  payment  rate  that 
could  reasonably  be  attributed  to  the 
cost  of  an  associated  device  eligible  for 
pass-through  payment,  using  claims 
data  from  the  period  used  for  the  most 
recent  recalibration  of  the  APC  rates  (72 
FR  66751  through  66752).  We  establish 
and  update  the  applicable  APC  offset 
amounts  for  eligible  pass-through  device 
categories  through  the  transmittals  that 
implement  the  quarterly  OPPS  updates. 

b.  Final  Policy 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41478),  we  proposed  to 
continue  our  established  policies  for 
calculating  and  setting  the  APC  offset 
amounts  for  each  device  category 
eligible  for  pass-through  payment.  We 
also  proposed  to  continue  to  review 
each  new  device  category  on  a  case-by¬ 
case  basis,  to  determine  whether  device 
costs  associated  with  the  new  category 
are  already  packaged  into  the  existing 
APC  structure.  If  device  costs  packaged 
into  the  existing  APC  structure  are 
associated  with  the  new  category,  we 
would  deduct  the  APC  offset  amount 
from  the  pass-through  payment  for  the 
device  category. 

We  did  not  receive  any  public 
comments  regarding  these  proposals. 
Therefore,  for  CY  2009,  we  are 
continuing  our  established  policies  for 
calculating  and  setting  the  APC  offset 


amounts  for  each  device  category 
eligible  for  pass-through  payment,  and 
for  reviewing  each  new  device  category 
on  a  case-by-case  basis,  to  determine 
whether  device  costs  associated  with 
the  new  category  are  packaged  into  the 
existing  APC  structure. 

We  note  that  we  will  also  publish  on 
the  CMS  Web  site  at  http:// 
www.cms.hhs.gov/ 

HospitalOu  tpa  tien  tPPS/0 1  _overview.  asp 
a  list  of  all  procedural  APCs  with  the  CY 
2009  portions  of  the  APC  payment 
amounts  that  we  determine  are 
associated  with  the  cost  of  devices. 
These  portions  will  be  used  as  the  APC 
offset  amounts,  and,  in  accordance  with 
our  established  practice,  they  will  be 
used  in  order  to  evaluate  whether  the 
cost  of  a  device  in  an  application  for  a 
new  device  category  for  pass-through 
payment  is  not  insignificant  in  relation 
to  the  APC  payment  amount  for  the 
service  related  to  the  category  of 
devices,  as  specified  in  our  regulations 
at  §  419.66(d). 

B.  Adjustment  to  OPPS  Payment  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

1 .  Background 

In  recent  years,  there  have  been 
several  field  actions  on  and  recalls  of 
medical  devices  as  a  result  of 
implantable  device  failures.  In  many  of 
these  cases,  the  manufacturers  have 
offered  devices  without  cost  to  the 
hospital  or  with  credit  for  the  device 
being  replaced  if  the  patient  required  a 
more  expensive  device.  In  order  to 
ensure  that  payment  rates  for 
procedures  involving  devices  reflect 
only  the  full  costs  of  those  devices,  our 
standard  ratesetting  methodology  for 
device-dependent  APCs  uses  only 
claims  that  contain  the  correct  device 
code  for  the  procedure,  do  not  contain 
token  charges,  and  do  contain  the  “FB” 
modifier  signifying  that  the  device  was 
furnished  without  cost  or  with  a  full 
credit. 

To  ensure  equitable  payment  when 
the  hospital  receives  a  device  without 
cost  or  with  full  credit,  in  CY  2007  we 
implemented  a  policy  to  reduce  the 
payment  for  specified  device-dependent 
APCs  by  the  estimated  portion  of  the 
APC  payment  attributable  to  device 
costs  (that  is,  the  device  offset)  when  the 
hospital  receives  a  specified  device  at 
no  cost  or  with  full  credit  (71  FR  68071 
through  68977).  Hospitals  are  instructed 
to  report  no  cost/full  credit  cases  using 
the  “FB”  modifier  on  the  line  with  the 
procedure  code  in  which  the  no  cost/ 
full  credit  device  is  used.  In  cases  in 
which  the  device  is  furnished  without 
cost  or  with  full  credit,  the  hospital  is 


to  report  a  token  device  charge  of  less 
than  $1.01.  In  cases  in  which  the  device 
being  inserted  is  an  upgrade  (either  of 
the  same  type  of  device  or  to  a  different 
type  of  device)  with  a  full  credit  for  the 
device  being  replaced,  the  hospital  is  to 
report  as  the  device  charge  the 
difference  between  its  usual  charge  for 
the  device  being  implanted  and  its  usual 
charge  for  the  device  for  which  it 
received  full  credit.  In  CY  2008,  we 
expanded  this  payment  adjustment 
policy  to  include  cases  in  which 
hospitals  receive  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  specified 
device.  Hospitals  are  instructed  to 
append  the  “FC”  modifier  to  the 
procedure  code  that  reports  the  service 
provided  to  furnish  the  device  when 
they  receive  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  the  new 
device.  In  CY  2008,  OPPS  payment  for 
the  implantation  procedure  is  reduced 
by  100  percent  of  the  device  offset  for 
no  cost/full  credit  cases  when  both  a 
specified  device  code  is  present  on  the 
claim  and  the  procedure  code  maps  to 
a  specified  APC.  Payment  for  the 
implantation  procedure  is  reduced  by 
50  percent  of  the  device  offset  for  partial 
credit  cases  when  both  a  specified 
device  code  is  present  on  the  claim  and 
the  procedure  code  maps  to  a  specified 
APC.  Beneficiary  copayment  is  based  on 
the  reduced  payment  amount  when 
either  the  “FB”  or  “FC”  modifier  is 
billed  and  the  procedure  and  device 
codes  appear  on  the  lists  of  procedures 
and  devices  to  which  this  policy 
applies.  We  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  for  more  background  information 
on  the  “FB”  and  “FC”  payment 
adjustment  policy  (72  FR  66743  through 
66749). 

2.  APCs  and  Devices  Subject  to  the 
Adjustment  Policy 
In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41478  through  41480),  for 
CY  2009  we  proposed  to  continue  the 
policy  of  reducing  OPPS  payment  for 
specified  APCs  by  100  percent  of  the 
device  offset  amount  when  a  hospital 
furnishes  a  specified  device  without 
cost  or  with  a  full  credit  and  by  50 
percent  of  the  device  offset  amount 
when  the  hospital  receives  partial  credit 
in  the  amount  of  50  percent  or  more  of 
the  cost  for  the  specified  device. 

Because  the  APC  payments  for  the 
related  services  are  specifically 
constructed  to  ensure  that  the  full  cost 
of  the  device  is  included  in  the 
payment,  we  continue  to  believe  that  it 
is  appropriate  to  reduce  the  APC 
payment  in  cases  in  which  the  hospital 
receives  a  device  without  cost,  with  full 
credit,  or  with  partial  credit,  in  order  to 
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provide  equitable  payment  in  these 
cases.  (We  refer  readers  to  section 
Il.A.2.d.(l)  of  this  final  rule  with 
comment  period  for  a  description  of  our 
standard  ratesetting  methodology  for 
device-dependent  APCs.)  Moreover,  the 
pavment  for  these  devices  comprises  a 
large  part  of  the  APC  payment  on  which 
the  beneficiary  copayment  is  based,  and 
we  continue  to  believe  it  is  equitable 
that  the  beneficiary  cost  sharing  reflect 
the  reduced  costs  in  these  cases. 

We  also  proposed  to  continue  using 
the  three  criteria  established  in  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period  for  determining  the 
APCs  to  which  this  policy  applies  (71 
FR  68072  through  68077).  Specifically, 

(1)  all  procedures  assigned  to  the 
selected  APCs  must  involve  implantable 
devices  that  would  be  reported  if  device 
insertion  procedures  were  performed, 

(2)  the  required  devices  must  be 
surgically  inserted  or  implanted  devices 
that  remain  in  the  patient’s  body  after 
the  conclusion  of  the  procedures  (at 
least  temporarily),  and  (3)  the  device 
offset  amount  must  be  significant, 
which  for  purposes  of  this  policy  is 
defined  as  exceeding  40  percent  of  the 
APC  cost.  We  proposed  to  continue  to 
restrict  the  devices  to  which  the  APC 
payment  adjustment  would  apply  to  a 
specific  set  of  costly  devices  to  ensure 
that  the  adjustment  would  not  be 
triggered  by  the  implantation  of  an 
inexpensive  device  whose  cost  would 
not  constitute  a  significant  proportion  of 
the  total  payment  rate  for  an  APC.  We 
continue  to  believe  that  these  criteria 
are  appropriate  because  free  devices  and 
credits  are  likely  to  be  associated  with 
particular  cases  only  when  the  device 
must  be  reported  on  the  claim  and  is  of 
a  type  that  is  implanted  and  remains  in 
the  body  when  the  beneficiary  leaves 
the  hospital.  We  believe  that  the 
reduction  in  payment  is  appropriate 
only  when  the  cost  of  the  device  is  a 
significant  part  of  the  total  cost  of  the 
APC  into  which  the  device  cost  is 
packaged,  and  that  the  40-percent 
threshold  is  a  reasonable  definition  of  a 
significant  cost. 

As  indicated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41479),  we 
examined  the  offset  amounts  calculated 
from  the  CY  2009  proposed  rule  data 
and  the  clinical  characteristics  of  APCs 
to  determine  w'hether  the  APCs  to 
which  the  no  cost/full  credit  and  partial 
credit  device  adjustment  policy  applies 
in  CY  2008  continue  to  meet  the  criteria 
for  CY  2009,  and  to  determine  whether 
other  APCs  to  which  the  policy  does  not 
apply  in  CY  2008  would  meet  the 
criteria  for  CY  2009.  Table  18  of  the  CY 
2009  OPPS/ASC  proposed  rule  listed 
the  proposed  APCs  to  which  the 


payment  reduction  policy  for  no  cost/ 
full  credit  and  partial  credit  devices 
would  apply  in  CY  2009  and  displayed 
the  proposed  payment  reduction 
percentages  for  both  no  cost/full  credit 
and  partial  credit  circumstances.  Table 
19  of  the  CY  2009  OPPS/ASC  proposed 
rule  listed  the  proposed  devices  to 
which  this  policy  would  apply  in  CY 
2009.  As  reflected  in  the  tables,  we 
proposed  to  add  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis)  and  APC  0648  (Level  IV 
Breast  Surgery)  and  their  associated 
devices  that  would  not  otherwise  be  on 
the  device  list  for  CY  2009  because  the 
device  offset  percentages  for  these  two 
APCs  were  above  the  40-percent 
threshold  based  on  the  CY  2007  claims 
data  available  for  the  proposed  rule.  We 
also  proposed  to  remove  APC  0106 
(Insertion/Replacerhent  of  Pacemaker 
Leads  and/or  Electrodes)  and  device 
HCPCS  codes  associated  only  with 
procedures  assigned  to  this  APC 
because  the  proposed  device  offset 
percentage  for  this  APC  was  less  than  40 
percent.  We  stated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41479) 
that  we  would  update  the  lists  of  APCs 
and  devices  to  which  the  no  cost/full 
credit  and  partial  credit  device 
adjustment  policy  would  apply  in  CY 
2009  based  on  the  final  CY  2007  claims 
data  available  for  this  final  rule  with 
comment  period. 

Comment:  One  commenter  supported 
the  continuation  of  the  current  policy. 
Another  commenter  acknowledged  an 
understanding  of  the  rationale  for  the  no 
cost/full  credit  and  partial  credit 
payment  reduction  policy,  but 
expressed  concerns  regarding  the 
policy’s  application  in  cases  of  device 
upgrades.  According  to  the  commenter, 
when  a  device  is  replaced,  the  old 
model  is  often  no  longer  available  and 
an  upgrade  is  required.  In  such 
circumstances,  the  commenter  asserted 
that  the  full  cost  of  the  replaced  device 
is  credited,  but  the  replacement  device 
is  more  expensive.  The  commenter 
objected  to  CMS’  application  of  the  full 
device  offset  amount  in  these  cases,  and 
suggested  CMS  develop  a  process  that 
takes  into  account  and  pays  for  the 
excess  cost  of  the  replacement  device. 
The  commenter  also  noted  that,  in 
instances  of  partial  credits  for 
replacement  devices,  hospitals  often  do 
not  know  if  they  are  receiving  a  partial 
credit  until  the  manufacturer  has 
inspected  the  device.  According  to  the 
commenter,  hospitals  must  then 
resubmit  the  claim  after  the  partial 
refund  is  received.  The  commenter 
believed  that  this  process  requires 
manual  intervention  that  is  costly  for 


hospitals  because  many  material 
management  systems  are  interfaced  with 
billing  systems  and  do  not  routinely 
match  returns  to  specific  patients.  The 
commenter  urged  CMS  to  take  into 
account  the  additional  costs  incurred  by 
the  hospital  to  track  these  replacement 
devices  and  the  additional  staff  effort 
required  to  resubmit  claims  when  the 
manufacturer  provides  partial  credit  for 
replacement  devices. 

Response:  We  do  not  agree  with  the 
commenter  that  we  need  to  modify  the 
no  cost/full  credit  and  partial  credit 
device  adjustment  policy  to  account  for 
the  cost  of  more  expensive  replacement 
devices  when  manufacturers  provide 
device  upgrades.  We  continue  to  believe 
making  the  full  APC  payment  would 
result  in  significant  overpayment 
because,  as  described  above,  we  use 
only  those  claims  that  reflect  the  full 
costs  of  devices  in  ratesetting  for  device¬ 
dependent  APCs.  In  cases  where  a 
hospital  incurs  a  cost  for  a  device 
upgrade,  the  difference  between  the  cost 
of  the  replacement  device  and  the  full 
credit  the  hospital  receives  for  the 
device  being  replaced  would  likely  be 
much  less  than  the  full  cost  of  the 
device  that  is  included  in  the  device¬ 
dependent  APC  payment  rate.  To 
provide  the  full  APC  payment  in  these 
cases  would  favor  a  device  upgrade, 
rather  than  replacement  with  a 
comparable  device,  in  warranty  or  recall 
cases  where  the  surgical  procedure  to 
replace  the  device  is  only  medically 
necessary  because  of  the  original 
defective  device,  for  which  the 
manufacturer  bears  responsibility. 
Moreover,  we  also  are  concerned  that  a 
new  policy  to  apply  a  smaller  APC 
payment  percentage  reduction  in  an 
upgrade  case,  if  we  were  eventually  able 
to  estimate  such  a  percentage  from 
sufficient  claims  data,  could  also  favor 
device  upgrades,  rather  than 
replacement  with  a  comparable  device 
in  those  situations  for  which  the 
upgrade  is  only  being  provided  because 
the  old  model  failed  (and  for  which  the 
manufacturer  provides  a  full  credit)  but 
is  no  longer  available  for  use  in  the 
replacement  procedure.  We  recognize 
that,  in  some  cases,  the  estimated  device 
cost,  and,  therefore,  the  amount  of  the 
payment  reduction,  will  be  more  or  less 
than  the  cost  a  hospital  would  otherwise 
incur  for  a  no  cost/full  credit  device. 
However,  because  averaging  is  inherent 
in  a  prospective  payment  system,  we  do 
not  believe  this  is  inappropriate. 
Therefore,  we  continue  to  believe  that 
the  full  device  offset  reduction  should 
be  made  when  hospitals  receive  full 
credit  for  the  (.ost  of  a  replaced  device 
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against  the  cost  of  a  more  expensive 
replacement  device. 

Also,  as  stated  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68076),  we  do  not  believe  it  is 
necessary  to  reduce  the  amount  of  no 
cost/full  credit  and  partial  credit  device 
adjustments  to  account  for 
administrative  costs  because  we  believe 
that  these  costs  are  part  of  the  payment 
that  remains  for  the  services  furnished. 
We  remind  hospitals  that,  as  outlined  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  {72  FR  66747),  they 
have  two  options  to  report  that  they 
received  a  partial  credit  of  50  percent  or 
more  of  the  cost  of  a  replacement 
device:  (1)  Submit  the  claims 
immediately  without  the  “FC”  modifier 
signifying  partial  credit  for  a 
replacement  device  and  submit  a  claim 
adjustment  with  the  “FC”  modifier  at  a 
later  date  once  the  credit  determination 
is  made;  or  (2)  hold  the  claim  until  a 


determination  is  made  on  the  level  of 
credit. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  the 
established  no  cost/full  credit  and 
partial  credit  device  adjustment  policy. 
For  CY  2009,  OPPS  payments  for 
implantation  procedures  to  which  the 
“FB”  modifier  is  appended  are  reduced 
by  100  percent  of  the  device  offset  for 
no  cOst/full  credit  cases  when  both  a 
device  code  listed  in  Table  22,  below,  is 
present  on  the  claim  and  the  procedure 
code  maps  to  an  APC  listed  in  Table  21 
below.  OPPS  payments  for  implantation 
procedures  to  which  the  “FC”  modifier 
is  appended  are  reduced  by  50  percent 
of  the  device  offset  when  both  a  device 
code  listed  in  Table  22  is  present  on  the 
claim  and  the  procedure  code  maps  to 
an  APC  listed  in  Table  21.  Beneficiary 
copayment  is  based  on  the  reduced 
payment  amount  when  either  the  “FB” 


or  “FC”  modifier  is  billed  and  the 
procedure  and  device  codes  appear  on 
the  lists  of  procedures  and  devices  to 
which  this  policy  applies. 

In  addition,  we  are  adding,  as 
proposed,  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis)  and  APC  0648  (Level  IV 
Breast  Surgery)  and  their  associated 
devices  to  the  lists  of  APCs  and  devices 
to  which  this  policy  applies,  as  shown 
in  Tables  21  and  22,  respectively, 
because  the  device  offset  percentages  for 
these  two  APCs  are  above  the  40-percent 
threshold.  We  are  not  implementing  our 
proposal  to  remove  APC  0106 
(Insertion/Replacement  of  Pacemaker 
Leads  and/or  Electrodes)  and  device 
HCPCS  codes  associated  with  this  APC 
from  these  lists  because  the  device  offset 
percentage  for  this  APC  is  now  above  40 
percent  based  on  updated  CY  2007 
claims  data  and  the  most  recent  cost 
report  data  available  for  this  final  rule 
with  comment  period. 


Table  21— APCs  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy  Applies 


- 1 

Final  CY  2009  APC 

1 - 

Final  CY 
2009  SI 

CY  2009  APC  title 

Final  CY  2009 
device  offset 
percentage  for 
no  cost/full 
credit  case 

Final  CY  2009 
device  offset 
percentage  for 
partial  credit 
case 

0039  . 

S 

Level  1  Implantation  of  Neurostimulator . 

84 

42 

0040  . 

S 

Percutaneous  Implantation  of  Neurostimulator  Electrodes 

57 

29 

0061  . 

S 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation 
of  Neurostimulator  Electrodes. 

62 

31 

0089  . 

T 

Insertion/Replacement  of  Permanent  Pacemaker  and 
Electrodes. 

72 

36 

0090  . 

T 

Insertion/Replacement  of  Pacemaker  Pulse  Generator .... 

74 

37 

0106 . . . 

T 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Elec¬ 
trodes. 

43 

21 

0107 . 

T 

Insertion  of  Cardioverter-Defibrillator . 

89 

45 

0108 . 

T 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator 
Leads. 

89 

44 

0222  . 

s 

Level  II  Implantation  of  Neurostimulator . 

85 

42 

0225  . 

s 

Implantation  of  Neurostimulator  Electrodes,  Cranial 
Nerve. 

62 

31 

0227  . 

T 

Implantation  of  Drug  Infusion  Device . 

82 

41 

0259  . 

T 

Level  VII  ENT  Procedures . 

84 

42 

0315 . 

S  ! 

Level  III  Implantation  of  Neurostimulator . 

88 

1  44 

0385  . 

S 

Level  1  Prosthetic  Urological  Procedures  . 

59 

29 

0386  . 

S 

Level  II  Prosthetic  Urological  Procedures  . 

69 

34 

0418 . 

T 

Insertion  of  Left  Ventricular  Pacing  Elect . 

71 

36 

0425  . .■■. . 

T 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis . 

59 

29 

0648  . 

T 

Level  IV  Breast  Surgery  . 

46 

23 

0654  . 

T 

Insertion/Replacement  of  a  permanent  dual  chamber 
pacemaker. 

77 

38 

0655  . 

T 

Insertion/Replacement/Conversion  of  a  permanent  dual 
chamber  pacemaker. 

76 

38 

0680  . 

S 

Insertion  of  Patient  Activated  Event  Recorders  . 

71 

36 

0681  . 

T 

Knee  Arthroplasty  . 

71 

35 

Table  22— Devices  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy  Applies 


CY  2009  device  HCPCS  code 


Cl  721 
Cl  722 
Cl  728 
Cl  764 
Cl  767 


AlCD,  dual  chamber. 
AlCD,  single  chamber. 
Cath,  brachytx  seed  adm. 
Event  recorder,  cardiac. 
Generator,  neurostim,  imp. 


CY  2009  short  descriptor 
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Table  22— Devices  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy 

Applies — Continued 


CY  2009  device  HCPCS  code 

CY  2009  short  descriptor 

C1771  . 

Rep  dev,  urinary,  w/sling. 

C1772  . : . 

Infusion  pump,  programmable. 

Cl 776  . 

Joint  device  (implantable). 

C1777  . 

Lead,  AlCD,  endo  single  cpil. 

Cl 778  . 

Lead,  neurostimulator. 

C1779  . 

Lead,  pmkr,  transvenous  VDD. 

C1785  . 

Pmkr,  dual,  rate-resp. 

Cl 786  . 

Pmkr,  single,  rate-resp. 

C1789  . 

Prosthesis,  breast,  imp. 

Cl  81 3 . . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl  820  ...; . 

Generator,  neuro  rechg  bat  sys. 

C1881  . 

Dialysis  access  system. 

Cl 882  . 

AlCD,  other  than  sing/dual. 

Cl 891  . 

Infusion  pump,  non-prog,  perm. 

Cl 895  . 

Lead,  AlCD,  endo  dual  coil. 

Cl 896  . 

Lead,  AlCD,  non  sing/dual. 

C1897  . 

Lead,  neurostim,  test  kit. 

Cl 898  . 

Lead,  pmkr,  other  than  trans. 

Cl 899  . 

Lead,  pmkr/AICD  combination. 

C1900  . 

Lead  coronary  venous. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620  . 

Pmkr,  single,  non  rate-resp. 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

Prosthesis,  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog,  temp. 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8600  . 

Implant  breast  silicone/eq. 

L8614  . *. . 

Cochlear  device/system. 

L8685  . 

Impit  nrostm  pis  gen  sng  rec. 

L8686  . 

Impit  nrostm  pis  gen  sng  non. 

L8687  . 

Impit  nrostm  pis  gen  dua  rec. 

L8688  . 

Impit  nrostm  pis  gen  dua  non. 

L8690  . . . 

Aud  osseo  dev,  int/ext  comp. 

V.  OPPS  Payment  Changes  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

A.  OPPS  Tmnsitional  Pass-Through 
Payment  for  Additional  Costs  of  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

1.  Background 

Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments  or 
“transitional  pass-through  payments” 
for  certain  drugs  and  biological  agents. 
As  originally  enacted  by  the  Medicare, 
Medicaid,  and  SCHIP  Balanced  Budget 
Refinement  Act  (BBRA)  of  1999  (Pub.  L. 
106-113),  this  provision  requires  the 
Secretary  to  make  additional  payments 
to  hospitals  for  current  orphan  drugs,  as 
designated  under  section  526  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(Pub.  L.  107-186):  current  drugs  and 
biological  agents  and  brachytherapy 
sources  used  for  the  treatment  of  cancer; 
and  current  radiopharmaceutical  drugs 
and  biological  products.  For  those  drugs 
and  biological  agents  referred  to  as 
“current,”  the  transitional  pass-through 
payment  began  on  the  first  date  the 
hospital  OPPS  was  implemented  (before 
enactment  of  the  Medicare,  Medicaid,  ' 
and  SCHIP  Benefits  Improvement  and 


Protection  Act  (BIPA)  of  2000  (Pub.  L. 
106-554),  on  December  21,  2000). 

Transitional  pass-through  payments 
also  are  provided  for  certain  “new” 
drugs  and  biological  agents  that  were 
not  being  paid  for  as  an  HOPD  service 
as  of  December  31,  1996,  and  whose 
cost  is  “not  insignificant”  in  relation  to 
the  OPPS  payments  for  the  procedures 
or  services  associated  with  the  new  drug 
or  biological.  For  pass-through  payment 
purposes,  radiopharmaceuticals  are 
included  as  “drugs.”  Under  the  statute, 
transitional  pass-through  payments  can 
be  made  for  at  least  2  years  but  not  more 
than  3  years.  CY  2009  pass-through 
drugs  and  biologicals  and  their  APCs  are 
assigned  status  indicator  “G”  as 
indicated  in  Addenda  A  and  B  to  this 
final  rule  with  comment  period. 

Section  1833(t)(6)(D)(i)  of  the  Act 
specifies  that  the  pass-through  payment 
amount,'in  the  case  of  a  drug  or 
biological,  is  the  amount  by  which  the 
amount  determined  under  section 
1842(o)  of  the  Act  (or,  if  the  drug  or 
biological  is  covered  under  a 
competitive  acquisition  contract  under 
section  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  to  be  equal 


to  the  average  price  for  the  drug  or 
biological  for  all  competitive  acquisition 
areas  and  year  established  under  such 
section  as  calculated  and  adjusted  by 
the  Secretary)  for  the  drug  or  biological 
exceeds  the  portion  of  the  otherwise 
applicable  Medicare  OPD  fee  schedule 
that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
This  methodology  for  determining  the 
pass-through  payment  amount  is  set 
forth  in  §419.64  of  the  regulations, 
which  specifies  that  the  pass-through 
payment  equals  the  amount  determined 
under  section  1842(o)  of  the  Act  minus 
the  portion  of  the  APC  payment  that 
CMS  determines  is  associated  with  the 
drug  or  biological.  Section  1847A  of  the 
Act,  as  added  by  section  303(c)  of  Public 
Law  108-173,  establishes  the  use  of  the 
average  sales  price  (ASP)  methodology 
as  the  basis  for  payment  for  drugs  and 
biologicals  described  in  section 
1842(o)(l)(C)  of  the  Act  that  are 
furnished  on  or  after  January  1,  2005. 
The  ASP  methodology,  as  applied  under 
the  OPPS,  uses  several  sources  of  data 
as  a  basis  for  payment,  including  the 
ASP,  wholesale  acquisition  cost  (WAC), 
and  average  wholesale  price  (AWP).  In 
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this  final  rule  with  comment  period,  the 
term  “ASP  methodology”  and  “ASP- 
based”  are  inclusive  of  all  data  sources 
and  methodologies  described  therein. 
Additional  information  on  the  ASP 
methodology  can  be  found  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/01_ 
overview. aspttTopOfPage. 

As  noted  above,  section 
1833{t)(6)(D)(i)  of  the  Act  also  states  that 
if  a  drug  or  biological  is  covered  under 
a  competitive  acquisition  contract  under 
section  1847B  of  the  Act,  the  payment 
rate  is  equal  to  the  average  price  for  the 
drug  or  biological  for  all  competitive 
acquisition  areas  and  the  year 
established  as  calculated  and  adjusted 
by  the  Secretary.  Section  1847B  of  the 
Act,  as  added  by  section  303(d)  of 
Public  Law  108-173,  establishes  the 
payment  methodology  for  Medicare  Part 
B  drugs  and  biologicals  under  the 
competitive  acquisition  program  (CAP). 
The  Part  B  drug  CAP  was  implemented 
on  July  1,  2006,  and  includes 
approximately  190  of  the  most  common 
Part  B  drugs  provided  in  the  physician’s 
office  setting.  We  note  that  the  Part  B 
drug  CAP  program  has  been  postponed 
for  CY  2009  (Medicare  Learning 
Network  (MLN)  Matters  Special  Edition 
0833,  available  via  the  Web  site:  http:// 
w'ww. medicare. gov).  Therefore,  there 
will  be  no  effective  Part  B  drug  CAP  rate 
for  pass-through  drugs  and  biologicals 
as  of  January  1,  2009.  As  is  our  standard 
process,  we  have  used  the  Part  B  drug 
CAP  rates  for  July  2008  to  determine  the 
packaging  status  for  dnigs  with  expiring 
pass-through  status.  However,  effective 
January  1,  2009,  we  will  use  the  amount 
determined  under  section  1842(o)  of  the 
Act  for  payment  purposes  for  drugs  and 
biologicals  with  pass-through  status.  If 
the  Part  B  drug  CAP  program  is 
reinstituted  sometime  during  CY  2009, 
we  will  again  use  the  Part  B  drug  CAP 
rate  for  pass-through  drugs  and 
biologicals  if  they  are  a  part  of  the  Part 
B  drug  CAP  program.  Otherwise,  we 
will  continue  to  use  the  rate  that  would 
be  paid  in  the  physician’s  office  setting 
for  drugs  and  biologicals  with  pass¬ 
through  status.  The  list  of  drugs  and 
biologicals  covered  under  the  Part  B 
drug  CAP  through  December  31,  2008, 
their  associated  payment  rates,  and  the 
Part  B  drug  CAP  pricing  methodology 
can  be  found  on  the  CMS  Web  site  at: 
http://mnv.cms.hhs.gov/ 
CompetitiveAcquisforBios. 

For  CYs  2005,  2006,  and  2007,  we 
estimated  the  OPPS  pass-through 
payment  amount  for  drugs  and 
biologicals  to  be  zero  based  on  our 
interpretation  that  the  “otherwise 
applicable  Medicare  OPD  fee  schedule” 


amount  was  equivalent  to  the  amount  to 
be  paid  for  pass-through  drugs  and 
biologicals  under  section  1842(o)  of  the 
Act  (or  section  1847B  of  the  Act,  if  the 
drug  or  biological  is  covered  under  a 
competitive  acquisition  contract).  We 
concluded  for  those  years  that  the 
resulting  difference  between  these  two 
rates  would  be  zero.  For  CY  2008,  we 
estimated  the  OPPS  pass-through 
payment  amount  for  drugs  and 
biologicals  to  be  $6.6  million.  Our  OPPS 
pass-through  payment  estimate  for 
drugs  and  biologicals  in  CY  2009  is' 
$23.3  million,  which  is  di.scussed  in 
section  VLB.  of  this  final  rule  with 
comment  period. 

The  pass-through  application  ahd 
review  process  for  drugs  and  biologicals 
is  explained  on  the  CMS  Web  site  at: 
http://n'wiv.cms.hhs.gov/ 

Hospi  talOu  tpatien  tPPS/ 
04_passthrough_payment.asp. 

2.  Drugs  and  Biologicals  With  Expiring 
Pass-Through  Status  in  CY  2008 

Section  1833(t)(6)(C)(i)  of  the  Act 
specifies  that  the  duration  of 
transitional  pass-through  payments  for 
drugs  and  biologicals  must  be  no  less 
than  2  years  and  no  longer  than  3  years. 
In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41481),  we  proposed  that 
the  pass-through  status  of  15  drugs  and 
biologicals  would  expire  on  December 
31,  2008,  as  listed  in  Table  20  of  the 
proposed  rule.  It  is  standard  OPPS 
practice  to  delete  temporary  C-codes  if 
an  alternate  permanent  HCPCS  code 
becomes  available  for  purposes  of  OPPS 
billing  and  payment.  Based  on  our 
review  of  the  new  CY  2009  HCPCS 
codes  available  at  the  time  of  this  final 
rule  with  comment  period,  as  noted  in 
Table  23  below,  there  are  no  new 
permanent  HCPCS  codes  that  will  be 
implemented  in  CY  2009  to  replace 
HCPCS  C-codes  that  were  used  in  CY 
2008  for  drugs  and  biologicals  with 
pass-through  status. 

In  addition,  HCPCS  code  J7348 
(Dermal  (substitute)  tissue  of  nonhuman 
origin,  with  or  without  other 
bioengineered  or  processed  elements, 
without  metabolically  active  elements 
(Tissuemend),  per  square  centimeter), 
which  was  proposed  for  expiring  pass¬ 
through  status  on  December  31,  2009, 
has  been  deleted  by  the  CMS  HCPCS 
Workgroup,  effective  January  1,  2009. 
We  have  determined  that  the  product(s) 
described  by  this  HCPCS  code  are 
appropriately  reported  with  HCPCS 
code  Q4109  (Skin  substitute, 
Tissuemend,  per  square  centimeter), 
effective  January  1,  2009.  Furthermore, 
another  HCPCS  code  J7349  (Dermal 
(substitute)  tissue  of  nonhuman  origin, 
with  or  without  other  bioengineered  or 


processed  elements,  without 
metabolically  active  elements 
(Primatrix),  per  square  centimeter), 
which  was  proposed  for  expiring  pass¬ 
through  status  on  December  31,  2008, 
also  has  been  deleted,  effective  January 
1,  2009,  and  product(s)  described  by 
this  HCPCS  code  are  appropriately 
reported  with  HCPCS  code  Q4110  (Skin 
substitute,  Primatrix,  per  square 
centimeter). 

As  we  discussed  in  the  proposed  rule, 
our  standard  methodology  for  providing 
payment  for  drugs  and  biologicals  with 
expiring  pass-through  status  in  an 
upcoming  calendar  year  is  to  determine 
the  product’s  estimated  per  day  cost  and 
compare  it  with  the  OPPS  drug 
packaging  threshold  for  that  calendar 
year  (which  was  proposed  at  $60  for  CY 
2009).  If  the  estimated  per  day  cost  is 
less  than  or  equal  to  the  applicable 
OPPS  drug  packaging  threshold,  we 
package  payment  for  the  drug  or 
biological  into  the  payment  for  the 
associated  procedure  in  the  upcoming 
calendar  year.  If  the  estimated  per  day 
cost  is  greater  than  the  OPPS  drug 
packaging  threshold,  we  provide 
separate  payment  at  the  applicable 
relative  ASP-based  payment  amount 
(which  was  proposed  at  ASP+4  percent 
for  CY  2009).  For  drugs  and  biologicals 
that  are  currently  covered  under  the 
CAP,  we  proposed  to  use  the  payment 
rates  calculated  under  that  program  that 
were  in  effect  as  of  April  1,  2008,  for 
purposes  of  packaging  decisions  and  for 
Addenda  A  and  B  to  the  proposed  rule. 
As  we  proposed,  we  are  updating  these 
payment  rates  based  on  the  CAP  rates  as 
of  July  1,  2008,  for  packaging  decisions 
and  as  of  October  1,  2008,  for  purposes 
of  Addenda  A  and  B  to  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period,  as  these  are  the  most  updated 
data  available  at  the  time  these 
decisions  are  made. 

Three  of  the  products  with  proposed 
expiring  pass-through  status  for  CY 
2009  are  biologicals  that  are  solely 
surgically  implanted  according  to  their 
Food  and  Drug  Administration- 
approved  indications.  As  discussed  in 
the  proposed  rule,  these  products  are 
described  by  HCPCS  codes  C9352 
(Microporous  collagen  implantable  tube 
(Neuragen  Nerve  Guide),  per  centimeter 
length):  C9353  (Microporous  collagen 
implantable  slit  tube  (NeuraWrap  Nerve 
Protector),  per  centimeter  length);  and 
J7348  (Dermal  (substitute)  tissue  of 
nonhuman  origin,  with  or  without  other 
bioengineered  or  processed  elements, 
without  metabolically  active  elements 
(Tissuemend),  per  square  centimeter). 
We  note  that,  as  discussed  above,  the 
CMS  HCPCS  Workgroup  has  deleted 
HCPCS  code  J7348,  effective  January  1, 
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2009,  and  we  have  determined  that  the 
product(s)  described  by  this  HCPCS 
code  are  appropriately  reported  with 
HCPCS  code  Q4109,  effective  January'  1, 
2009. 

We  proposed  to  package  payment  for 
those  implantable  biologicals  that  have 
expiring  pass-through  status  in  CY  2009 
into  payment  for  the  associated  surgical 
procedure.  We  indicated  our  belief  that 
the  three  products  described  above  with 
expiring  pass-through  status  for  CY 
2009  differ  from  other  biologicals  paid 
under  the  OPPS  in  that  they  specifically 
function  as  surgically  implanted 
devices.  Both  implantable  devices  under 
the  OPPS  and  these  three  biologicals 
with  expiring  pass-through  status  are 
always  surgically  inserted  or  implanted 
(including  through  a  surgical  incision  or 
a  natural  orifice).  Furthermore,  in  some 
cases,  these  implantable  biologicals  can 
substitute  for  implantable  nonbiologic 
devices  (such  as  for  synthetic  nerve 
conduits  or  synthetic  mesh  used  in 
tendon  repair). 

To  date,  for  other  nonpass-through 
biologicals  paid  under  the  OPPS  that 
may  sometimes  be  used  as  implantable 
devices,  we  have  instructed  hospitals, 
via  Transmittal  1336,  Change  Request 
5718,  dated  September  14,  2007,  to  not 
separately  bill  for  the  HCPCS  codes  for 
the  products  when  using  these  items  as 
implantable  devices  (including  as  a 
scaffold  or  an  alternative  to  human  or 
nonhuman  connective  tissue  or  mesh 
used  in  a  graft)  during  surgical  ’ 

procedures.  In  such  cases,  we  consider 
payment  for  the  biological  used  as  an 
implantable  device  in  a  specific  clinical 
case  to  be  included  in  payment  for  the 
surgical  procedure. 

As  we  established  in  the  CY  2003 
OPPS  final  rule  with  comment  period 
(67  FR  66763),  when  the  pass-through 
payment  period  for  an  implantable 
device  ends,  it  is  standard  OPPS  policy 
to  package  payment  for  the  implantable 
device  into  payment  for  its  associated 
surgical  procedure.  We  consider 
nonpass-through  implantable  devices  to 
be  integral  and  supportive  items  and 
services  for  which  packaged  payment  is 
most  appropriate.  According  to  our 
regulations  at  §  419.2(b),  as  a 
prospective  payment  system,  the  OPPS 
establishes  a  national  payment  rate  that 
includes  operating  and  capital-related 
costs  that  are  directly  related  and 
integral  to  performing  a  procedure  or 
furnishing  a  service  on  an  outpatient 
basis  including,  but  not  limited  to, 
implantable  prosthetics,  implantable 
durable  medical  equipment,  and 
medical  and  surgical  supplies. 
Therefore,  when  the  period  of 
nonbiologic  device  pass-through 
payment  ends,  we  package  the  costs  of 


the  devices  no  longer  eligible  for  pass¬ 
through  payment  into  the  costs  of  the 
procedures  with  which  the  devices  were 
reported  in  the  claims  data  used  to  set 
the  payment  rates  for  the  upcoming 
calendar  year.  As  described  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41481),  we  believed  that  this  policy  to 
package  payment  for  implantable 
devices  that  are  integral  to  the 
performance  of  separately  paid 
procedures  should  also  apply  to 
payment  for  implantable  biologicals 
without  pass-through  status,  when  those 
biologicals  function  as  implantable 
devices.  As  stated  above,  implantable 
biologicals  may  be  used  in  place  of 
other  implantable  nonbiologic  devices 
whose  costs  are  already  accounted  for  in 
the  associated  procedural  APC 
payments  for  surgical  procedures.  If  we 
were  to  provide  separate  payment  for 
these  implantable  biologicals  without 
pass-through  status,  we  would 
potentially  be  providing  duplicate 
device  payment,  both  through  the 
packaged  nonbiologic  device  cost 
included  in  the  surgical  procedure’s 
payment  and  separate  biological 
payment.  We  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41481) 
that  we  saw  no  basis  for  treating 
implantable  biological  and  nonbiologic 
devices  without  pass-through  status 
differently  for  OPPS  payment  purposes 
because  both  are  integral  to  and 
supportive  of  the  separately  paid 
surgical  procedures  in  which  either  may 
be  used. 

The  methodology  of  calculating  a 
product’s  estimated  per  day  cost  and 
comparing  it  to  the  annual  OPPS  drug 
packaging  threshold  has  been  used  to 
determine  the  packaging  status  of  all 
drugs  and  biologicals  under  the  OPPS 
(except  for  our  exemption  for  5HT3  anti¬ 
emetics),  including  injectable  products 
paid  for  under  the  OPPS  as  biologicals 
(such  as  intraarticular  sodium 
hyaluronate  products).  However, 
because  we  believe  that  the  three 
products  described  above  with  expiring 
pass-through  status  for  CY  2009  differ 
from  other  biologicals  paid  under  the 
OPPS  in  that  they  specifically  function 
as  surgically  implanted  devices,  we 
proposed  a  policy  to  package  payment 
for  any  biological  without  pass-through 
status  that  is  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  into  the  payment  for 
the  associated  surgical  procedure  when 
their  pass-through  status  expires. 

Comment:  One  commenter  requested 
that  CMS  not  end  pass-through  status 
for  HCPCS  codes  C9352  and  C9353 
effective  December  31,  2008.  The 
commenter  pointed  out  that  while  these 
two  products  were  originally  granted 


pass-through  status  on  January  1,  2007 
(and  could  therefore  theoretically  be 
eligible  for  another  year  of  pass-through 
status  under  the  OPPS),  a  coding  change 
in  CY  2008  was  the  first  opportunity  for 
these  products  to  be  differentiated  on 
hospital  claims.  Therefore,  when 
determining  payment  rates  for  CY  2009, 
the  commenter  argued  that  CY  2007 
claims  data  do  not  identify  which 
product  was  used  on  the  claim  and, 
therefore,  accurate  payment  cannot  be 
determined  for  these  products  for  CY 
2009. 

In  addition,  the  commenter  stated  that 
there  were  very  few  claims  for  these  ^ 
products  in  CY  2007.  There  were  a  total 
of  11  CY  2007  claims  for  these  products, 
and  only  3  were  single  or  “pseudo” 
single  claims  used  for  ratesetting  for  the 
associated  procedures. 

Response:  HCPCS  code  C9350 
(Microporous  collagen  tube  of  non¬ 
human  origin,  per  centimeter  length) 
was  first  created  effective  January  1, 
2007  and  was  assigned  status  indicator 
“G”  (indicating  pass-through  status 
applied).  On  January  1,  2008,  HCPCS 
code  C9350  was  split  into  HCPCS  code 
C9352  and  HCPCS  code  C9353.  The 
products  described  in  CY  2007  under 
HCPCS  code  C9350  continued  pass¬ 
through  status  under  the  HCPCS  codes 
C9352  and  C9353  in  CY  2008.  As  stated 
above,  pass-through  status  is  required 
for  at  least  2  but  not  more  than  3  years. 
We  proposed  to  end  pass-through  status 
for  the  products  described  by  HCPCS 
codes  C9352  and  C9353  becau.se  they 
were  first  approved  for  pass-through 
status  on  January  1,  2007  under  HCPCS 
code  C9350  and,  therefore,  would  meet 
the  timeframe  required  for  pass-through 
status  on  December  31,  2008.  We  do  not 
believe  the  finding  that  these  products 
were  rarely  used  in  the  care  of  Medicare 
beneficiaries  in  CY  2007,  their  first  year 
of  pass-through  payment,  is  sufficient 
justification  for  providing  a  third  year  of 
pass-through  payment,  as  we  have  cost 
data  that  allow  us  to  package  payment 
for  these  implantable  biologicals  into 
payment  for  the  associated  procedures 
for  CY  2009. 

We  note  that,  unlike  our  standard 
methodology  of  calculating  an  estimated 
per  day  cost  for  items  that  have  expiring 
pass-through  status  and  comparing  this 
estimate  to  the  applicable  drug 
packaging  threshold,  our  proposal  to 
package  nonpass-through  biologicals 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  into  the  payment  for  the 
associated  surgical  procedure  is  not 
dependent  on  claims  data  to  establish 
an  estimated  per  day  cost  for  each 
product.  Rather,  the  packaging 
determination  is  made  as  a  result  of  the 
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FDA-indicated  implantable  use  of  the 
product.  Therefore,  we  do  not  believe 
that  the  coding  change  in  CY  2008  and 
the  resulting  lack  of  product-specific 
claims  data  sufficiently  warrant  an 
extension  of  pass-through  status  for  the 
products  described  by  HCPCS  codes 
C9352  and  C9353. 

Comment:  A  few  commenters 
supported  the  proposed  methodology  to 
package  payment  for  drugs  and 
nonimplantable  biologicals  with 
expiring  pass-through  status  if  their 
estimated  per  day  costs  are  less  than  or 
equal  to  the  drug  packaging  threshold 
(proposed  at  $60  for  CY  2009). 

Furthermore,  several  commenters 
supported  CMS’  proposal  to  package 
payment  for  implantable  biologicals 
without  pass-through  status  into  the 
payment  for  the  associated  surgical 
procedure.  One  commenter 
recommended  that  CMS  continue  to 
examine  the  APC  weights  of  these 
associated  APCs  to  ensure  they 
sufficiently  account  for  the  costs  of  the 
implantable  biologicals.  In  addition,  this 
commenter  recommended  that  CMS 
consider  developing  separate  APCs  for 
surgical  procedures  that  use  biological 
and  synthetic  mesh  from  those 
procedures  that  do  not  use  any  type  of 
mesh.  The  commenter  argued  that  this 
separation  would  ensure  that  the  APCs 
are  similar  in  terms  of  clinical 
characteristic  and  resource  use. 

One  commenter  requested  an 
exception  to  the  proposed  packaging 
policy  when  the  procedure  including  an 
implantable  biological  is  billed  using  an 
unlisted  surgical  procedure  code.  In  this 
specific  situation,  the  commenter 
believed  that  the  implantable  biological 
should  be  paid  separately  whether  or 
not  it  currently  has  pass-through  status 
if  the  estimated  per  day  cost  is  over  the 
applicable  drug  packaging  threshold. 

Response:  We  proposed  to  package 
payment  for  drugs  and  nonimplantable 
biologicals  with  expiring  pass-through 
status  in  CY  2009  and  with  estimated 
costs  below  the  CY  2009  $60  drug 
packaging  threshold  and  to  continue  to 
pay  separately  for  these  products  if  their 
estimated  costs  exceeded  the  threshold, 
consistent  with  our  established  policy 
for  the  past  several  years.  We  appreciate 
the  commenters’  support  for  this 
approach. 

In  addition,  we  do  not  believe  there 
is  a  need  to  develop  separate  APCs  for 
surgical  procedures  that  use  biological 
and  synthetic  mesh,  distinct  from  APCs 
for  those  procedures  that  do  not  use 
mesh.  The  APCs  are  groupings  of 
services  that  share  clinical  and  resource 
characteristics.  The  packaged  costs  of 
implantable  mesh  devices  are  reflected 
in  the  HCPCS  code-specific  median 


costs  for  the  associated  surgical 
procedures;  thus,  while  we  believe  that, 
unless  we  find  that  APCs  violate  the  2 
times  rule  or  there  is  a  concern 
regarding  their  clinical  or  resource 
homogeneity,  we  have  no  specific  need 
to  assign  procedures  using  mesh  to 
different  APCs  from  procedures  that  do 
not  implant  mesh  products.  Packaging 
costs  into  a  single  aggregate  payment  for 
a  service,  encounter,  or  episode-of-care 
is  a  fundamental  principle  that 
distinguishes  a  prospective  payment 
system  from  a  fee  schedule.  In  general, 
packaging  the  costs  of  supportive  items 
and  services  into  the  payment  for  the 
independent  procedure  or  service  with 
which  they  are  associated  encourages 
hospital  efficiencies  and  also  enables 
hospitals  to  manage  their  resources  with 
maximum  flexibility. 

Finally,  we  understand  that  one 
commenter  was  concerned  that  when 
implantable  biologicals  are  used  in 
procedures  reported  with  unlisted 
surgical  procedure  CPT  codes,  the 
complete  packaged  payment  for  the 
procedure  and  the  biological  may  not 
sufficiently  cover  the  costs  of  the 
biological.  We  disagree  with  the 
commenter  that  implantable  biologicals 
should  be  paid  separately  when 
provided  with  an  unlisted  surgical 
procedure.  We  acknowledge  that  the 
commenter’s  concern  is  based  partially 
on  our  established  policy  to  provide 
payment  for  unlisted  codes  at  the  lowest 
level  clinical  APC  in  an  appropriate 
clinical  series.  As  we  do  for  other  OPPS 
services,  we  package  payment  for 
certain  items  and  services  when 
provided  with  unlisted  procedure 
codes.  We  note  that  this  methodology  is 
also  followed  when  packaged 
implantable  nonbiologic  devices  are 
provided  with  unlisted  surgical 
procedure  codes.  We  expect  that 
stakeholders  would  continue  to  seek 
specific  HCPCS  codes  for  new 
procedures  provided  with  any 
frequency  in  the  HOPD  in  order  to  allow 
for  more  precise  procedure-specific 
payment  under  the  OPPS.  We  remind 
readers  that  the  reporting  of  unlisted 
codes  is  meant  as  a  temporary  measure 
to  allow  payment  for  new  and/or 
uncommon  services  and,  therefore,  the 
services  described  by  unlisted  codes 
vary  from  year-to-year. 

Comment:  One  commenter  further 
recommended  that  CMS  treat  biologicals 
that  are  always  surgically  implanted  or 
inserted  and  are  approved  by  the  FDA 
as  devices  rather  than  drugs  for 
purposes  of  pass-through  payment.  The 
commenter  noted  that  this  would  allow 
all  implantable  devices,  biological  and 
otherwise,  to  be  subject  to  a  single  pass¬ 
through  payment  policy.  The 


commenter  concluded  that  this  policy 
change  would  provide  consistency  in 
billing  these  products  as  implanted 
devices  during  both  their  pass-through 
payment  period,  as  well  as  after  the 
expiration  of  pass-through  status. 

Response:  We  appreciate  the 
commenter’s  recommendation  to  treat 
biologicals  that  are  always  surgically 
implanted  or  inserted  and  are  approved 
by  the  FDA  as  devices  for  purposes  of 
pass-through  payment  under  the  OPPS. 
We  did  not  propose  such  a  policy  for  CY 
2009,  but  we  will  consider  making  such 
a  proposal  for  future  rulemaking. 

Comment:  One  commenter  requested 
special  payment  consideration  for 
HCPCS  code  J1473  (Injection, 
idursulfase,  Img)  because  this  drug  has 
been  granted  orphan  drug  status  by  the 
FDA.  Specifically,  the  commenter 
requested  separate  payment  for  this 
drug. 

Response:  In  the  CY  2009  OPPS/ASC 
proposed  rule,  we  proposed  to  end  the 
pass-through  status  of  HCPCS  code 
J1473  on  December  31,  2008.  As  noted 
above,  for  drugs  and  biologicals  (other 
than  implantable  only  biologicals) 
transitioning  from  pass-through  status, 
we  determine  the  packaging  status  of 
each  drug  or  biological  by  comparing  its 
estimated  per  day  cost  to  the  annual 
drug  packaging  threshold  for  the 
applicable  payment  year.  For  CY  2009, 
the  per  day  cost  estimate  for  HCPCS 
code  J1473  exceeds  the  $60  drug 
packaging  threshold  finalized  for  CY 
2009  in  section  V.B.2.b.  of  this  final  rule 
with  comment  period  and,  therefore, 
HCPCS  code  J1473  will  be  paid 
separately  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  for  CY  2009,  we  are 
finalizing  our  proposed  policy,  without 
modification,  to  package  payment  for 
any  biological  without  pass-through 
status  that  is  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  into  the  payment  for 
the  associated  surgical  procedure.  As  a 
result  of  this  final  methodology,  HCPCS 
codes  C9352,  C9353,  and  J7348  are 
packaged  and  assigned  status  indicator 
“N”  in  Addendum  B  to  this  final  rule 
with  comment  period.  In  addition,  as 
proposed,  any  new' biologicals  without 
pass-through  status  that  are  surgically 
inserted  or  implanted  (through  a 
surgical  incision  or  a  natural  orifice) 
will  be  packaged  beginning  in  CY  2009. 

Moreover,  tor  nonpass-through 
biologicals  that  may  sometimes  be  used 
as  implantable  devices,  we  continue  to 
instruct  hospitals  to  not  bill  separately 
for  the  HCPCS  codes  for  the  products 
when  used  as  implantable  devices.  This 
reporting  ensures  that  the  costs  of  these 
products  that  may  be,  but  are  not 
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always,  used  as  implanted  biologicals 
are  appropriately  packaged  into 
payment  for  the  associated  implantation 
procedures  when  the  products  are  used 
as  implantable  devices. 

For  drugs  and  nonimplantable 
biologicals  with  expiring  pass-through 
status,  as  proposed  we  have  determined 
their  final  CY  2009  payment 


methodology  of  packaged  or  separate 
payment  based  on  their  estimated  per 
day  costs,  in  comparison  with  the  CY 
2009  drug  packaging  threshold. 

Finally,  we  are  finalizing  our  CY  2009 
proposal,  without  modification,  to 
expire  pass-through  status  for  the  15 
drugs  and  biologicals  listed  in  Table  20 
of  the  proposed  rule  and  listed  below  in 


Table  23,  effective  December  31,  2008. 
Packaged  drugs  and  biologicals  are 
assigned  status  indicator  “N”  and  drugs 
and  biologicals  that  continue  to  be 
separately  paid  as  nonpass-through 
products  are  assigned  status  indicator 
“K.” 


Table  23— Drugs  and  Biologicals  for  Which  Pass-Through  Status  Expires  December  31,  2008 


CY2008 
HCPCS  code 

CY  2009 
HCPCS  code 

CY  2009  short  descriptor 

Final 

CY  2009  SI 

Final 

CY  2009  APC 

C9352  . 

Neuragen  nerve  guide,  per  cm  . 

N 

C93.S.3 

C9353  . 

Neurawrap  nerve  protector,  cm  . 

N 

J0129*  . 

J0129  . 

Abatacept  injection  . 

K 

9230 

J0348  . 

J0348  . 

Injection,  anidulafungin,  Img  . 

K 

0760 

J0894*  . 

J0894  . 

Decitabine  injection  . 

K 

9231 

J1740*  . 

J1740  . 

Ibandronate  sodium  injection  . 

K 

9229 

J1743  . 

J1743  . 

Idursulfase  injection . 

K 

9232 

J2248  . 

J2248  . 

Micafungin  sodium  injection  . 

K 

9227 

J2323*  . 

J2323  . 

Natalizumab  injection  . 

K 

9126 

J2778*  . 

J2778  . 

Ranibizumab  injection  . 

K 

9233 

J3243  . 

J3243  . 

Tigecyctine  injection  . 

K 

9228 

J3473  . 

J3473  . 

Hyaluronidase  recombinant . 

K 

0806 

J7348  . 

Q4109  . 

Tissuemend  skin  sub  . 

N 

J7349  . 

04110  . 

Primatrix  skin  sub . 

K 

1248 

J9303  . 

J9303  . 

Panitumumab  injection  . 

K 

9235 

*  Indicates  that  the  drug  was  paid  at  a  rate  determined  by  the  Part  B  drug  CAP  methodology  (prior  to  January  1,  2009)  while  identified  as 
pass-through  under  the  OPPS. 


3.  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  New  or 
Continuing  Pass-Through  Status  in  CY 
2009 

In  the  CY  2009  OPPS/ASC  proposed 
rule  {73  FR  41482),  we  proposed  to 
continue  pass-through  status  in  CY  2009 
for  16  drugs  and  biologicals.  These 
items,  which  were  approved  for  pass¬ 
through  status  between  April  1,  2007 
and  July  1,  2008,  were  listed  in  Table  21 
of  the  proposed  rule.  The  APCs  and 
HCPCS  codes  for  the  proposed  drugs 
and  biologicals  that  were  listed  in  Table 
21  were  assigned  status  indicator  “G”  in 
Addenda  A  and  B  to  the  proposed  rule. 

Section  1833(t)(6)(D)(i)  of  the  Act  sets 
the  amount  of  pass-through  payment  for 
pass-through  drugs  and  biologicals  (the 
pass-through  payment  amount)  as  the 
difference  between  the  amount 
authorized  under  section  1842(o)  of  the 
Act  (or,  if  the  drug  or  biological  is 
covered  under  a  CAP  under  section 
1847B  of  the  Act,  an  amount  determined 
by  the  Secretary  equal  to  the  average 
price  for  the  drug  or  biological  for  all 
competitive  acquisition  areas  and  year 
established  under  such  section  as 
calculated  and  adjusted  by  the 
Secretary)  and  the  portion  of  the 
otherwise  applicable  fee  schedule 
amount  that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
We  stated  in  the  proposed  rule  that, 
given  our  CY  2009  proposal  to  provide 


payment  for  nonpass-through  separately 
payable  drugs  and  biologicals  at  ASP+4 
percent  as  described  further  in  section 
V.B.3.  of  the  proposed  rule,  we  believed 
it  would  be  consistent  with  the  statute 
to  provide  payment  for  drugs  and 
biologicals  with  pass-through  status  that 
are  not  part  of  the  Part  B  drug  CAP  at 
a  rate  of  ASP+6  percent,  the  amount 
authorized  under  section  1842{o)  of  the 
Act,  rather  than  ASP+4  percent  that 
would  be  the  otherwise  applicable  fee 
schedule  portion  associated  with  the 
drug  or  biological.  The  difference 
between  ASP+4  percent  and  ASP+6 
percent,  therefore,  would  be  the  CY 
2009  pass-through  payment  amount  for 
these  drugs  and  biologicals.  Thus,  for 
CY  2009,  we  proposed  to  pay  for  pass¬ 
through  drugs  and  biologicals  that  are 
not  part  of  the  Part  B  drug  CAP  at 
ASP+6  percent,  equivalent  to  the  rate 
these  drugs  and  biologicals  would 
receive  in  the  physician’s  office  setting 
in  CY  2009.  In  addition,  as  we  consider 
radiopharmaceuticals  to  be  drugs  for 
pass-through  purposes,  we  proposed  to 
provide  pass-through  payment  for 
radiopharmaceuticals  based  on  the  ASP 
methodology  at  a  rate  equivalent  to  the 
payment  rate  for  drugs  and  biologicals 
in  the  physician’s  office  setting.  We 
proposed  to  collect  ASP  data  from  those 
manufacturers  that  were  able  to  report  a 
patient-specific  dose  based  on  the 
HCPCS  code  descriptor  (73  FR  41482). 


Section  1842(o)  of  the  Act  also  states 
that  if  a  drug  or  biological  is  covered 
under  the  CAP  under  section  1847B  of 
the  Act,  the  payment  rate  is  equal  to  the 
average  price  for  the  drug  or  biological 
for  all  competitive  acquisition  areas  and 
year  established  as  calculated  and 
adjusted  by  the  Secretary.  For  CY  2009, 
we  proposed  to  provide  payment  for 
drugs  and  biologicals  with  pass-through 
status  that  are  offered  under  the  Part  B 
drug  CAP  at  a  rate  equal  to  the  Part  B 
drug  CAP  rate.  Therefore,  considering 
ASP+4  percent  to  be  the  otherwise 
applicable  fee  schedule  portion 
associated  with  these  drugs  or 
biologicals,  the  difference  between  the 
Part  B  drug  CAP  rate  and  ASP+4  percent 
would  be  the  pass-through  payment 
amount  for  these  drugs  and  biologicals. 
In  the  proposed  rule,  HCPCS  codes  that 
are  offered  under  the  CAP  program  as  of 
April  1,  2008,  were  identified  in  Table 
21  of  the  proposed  rule  with  an  asterisk. 

Comment:  Several  commenters 
supported  the  continued  pass-through 
status  in  CY  2009  of  specific  drugs  and 
biologicals  and  urged  CMS  to  finalize 
the  proposal  for  these  items.  One 
commenter  supported  the  proposed 
methodology  of  providing  payment  for 
drugs  and  biologicals  at  a  rate  equal  to 
the  rate  those  drugs  and  biologicals 
would  receive  under  the  Part  B  drug 
CAP  program  or  in  the  physician’s  office 
setting.  The  commenter  stated  that 
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newer  drugs  with  pass-through  status' 
are  often  not  part  of  discounting 
programs  for  either  physicians  or 
hospitals,  and  that  payment  parity  for 
this  group  of  drugs  provides  for 
continued  access  to  these  new  therapies. 
Another  commenter  disagreed  with  the 
proposed  payment  methodology  for 
drugs,  bioiogicals,  and 
radiopharmaceuticals  that  have  pass¬ 
through  status.  The  commenter  noted 
that  linking  pass-through  drug  payment 
to  the  payment  provided  to  physicians 
creates  a  further  payment  disadvantage 
for  hospitals,  as  the  commenter  believed 
that  physicians  may  charge  for 
consulting  services  that  assist  in  paying 
for  physicians’  costs  of  supplying  drugs, 
while  hospitals  do  not  have  this  same 
opportunity. 

Response:  As  discussed  above,  we  are 
directed  by  section  1833(t)(6)(D)  of  the 
Act  to  provide  payment  for  pass-through 
drugs  and  bioiogicals  at  the  difference 
between  the  amount  authorized  under 
section  1842(o)  of  the  Act  and  the 
portion  of  the  otherwise  applicable  fee 
schedule  amount  that  the  Secretary 
determines  is  associated  with  the  drug 
or  biological  (or  at  the  Part  B  Drug  CAP 
rate  if  the  drug  or  biological  is  covered 
under  the  Part  B  drug  CAP).  Therefore, 
we  are  not  able  to  adopt,  an  alternative 
payment  methodology  for  pass-through 
drugs  and  bioiogicals  under  the  CY  2009 
OPPS. 

Comment:  A  few  commenters 
requested  clarification  of  the  criteria 
that  would  be  used  to  evaluate 
radiopharmaceutical  and  contrast  agent 
applications  for  pass-through  status.  In  , 
addition,  some  commenters  requested 
that  CMS  clarify  that  new  contrast 
agents  are  eligible  to  apply  for  pass¬ 
through  status,  even  though  they  would 
otherwise  be  packaged. 

Response:  We  note  that,  as  stated 
above,  for  pass-through  purposes  we 
consider  radiopharmaceuticals  and 
contrast  agents  to  be  drugs  and, 
therefore,  the  same  pass-through  criteria 
apply.  Our  criteria  for  reviewing  pass¬ 
through  drug  and  bioiogicals 
applications  are  available  on  the  CMS 
VVeb  site  at:  http://w’\\’w.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
04_passthrough_payment.asp. 

Under  the  packaging  methodology  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents  that  we  implemented  in 
CY  2008,  new  diagnostic 
radiopharmaceuticals  and  new  contrast 
agents  without  pass-thorough  status 
would  be  packaged  under  the  OPPS.  As 
we  are  continuing  our  packaging  policy 
for  diagnostic  radiopharmaceuticals  and 
contrast  agents  for  CY  2009.  we  will 
continue  to  package  payment  for  all  new 
diagnostic  radiopharmaceuticals  and 


contrast  agents  that  do  not  have  pass¬ 
through  status  in  CY  2009. 

Comment:  Several  commenters 
supported  the  proposal  to  provide 
payment  for  pass-through  diagnostic 
and  therapeutic  radiopharmaceuticals 
based  on  the  ASP  methodology.  Other 
commenters,  while  generally  in  favor  of 
using  the  ASP  methodology  for  pass¬ 
through  radiopharmaceutical  payment 
purposes,  cautioned  CMS  that  some 
manufacturers  do  not  have  the  ability  to 
provide  a  patient-specific  ASP  for  their 
product(s). 

Response:  We  appreciate  the 
commenters’  support  for  the  ASP 
methodology  to  pay  for 
radiopharmaceuticals  with  pass-through 
status.  Currently,  there  are  no 
radiopharmaceuticals  (diagnostic  or 
therapeutic)  that  would  have  pass¬ 
through  status  in  CY  2009.  For  CY  2009, 
we  proposed  to  provide  payment  for 
diagnostic  and  therapeutic 
radiopharmaceuticals  with  pass-through 
status  based  on  the  ASP  methodology. 
We  proposed  to  collect  ASP  data  from 
those  manufacturers  who  were  able  to 
report  a  patient^pecific  dose  based  on 
the  HCPCS  code  descriptor  (73  FR 
41482). 

Shortly  after  the  issuance  of  our  CY 
2009  proposed  rule,  section  142  of 
Public  Law  110-275  (MIPPA)  directed 
that  OPPS  payments  for  therapeutic 
radiopharmaceutical  be  made  at 
hospital  charges  adjusted  to  cost  for  CY 
2009.  The  payment  methodology 
specified  in  Public  Law  110-275  also 
applies  to  any  therapeutic 
radiopharmaceutical  with  pass-through 
status  during  CY  2009.  Therefore,  any 
therapeutic  radiopharmaceutical  that  is 
granted  pass-through  status  for  CY  2009 
will  be  paid  based  on  hospital  charges 
adjusted  to  cost  for  CY  2009. 

Consistent  with  OPPS  payment  for 
separately  payable  drugs  and  bioiogicals 
with  HCPCS  codes,  in  CY  2009,  as 
proposed,  payment  for  diagnostic 
radiopharmaceuticals  that  are  granted 
pass-through  status  will  be  based  on  the 
ASP  methodology.  As  stated  above,  for 
purposes  of  pass-through  payment,  we 
consider  radiopharmaceuticals  to  be 
drugs  under  the  OPPS.  Therefore,  if  a 
diagnostic  radiopharmaceutical  receives 
pass-through  status  during  CY  2009,  we 
will  follow  the  standard  ASP 
methodology  to  determine  its  pass¬ 
through  payment  rate  under  the  OPPS. 

We  understand  that  not  all 
manufacturers  are  in  a  position  to 
submit  patient-specific  ASP  data  for 
their  diagnostic  radiopharmaceuticals. 
Therefore,  if  we  do  not  have  ASP  data 
submitted  under  the  standard  ASP 
process  to  provide  payment  at  ASP+6 
percent,  we  will  base  the  pass-through 


payment  on  the  product’s  wholesale 
acquisition  cost  (WAC).  If  WAC  data  are 
also  not  available,  we  will  provide 
payment  for  the  pass-through  diagnostic 
radiopharmaceutical  at  95  percent  of  its 
most  recent  average  wholesale  price 
(AWP). 

Comment:  Some  commenters 
suggested  that  CMS  provide  a  payment, 
in  addition  to  the  relative  ASP  amount, 
for  pass-through  radiopharmaceuticals 
to  account  for  nuclear  medicine 
handling  and  compounding  costs. 

Response:  As  stated  above,  we  are 
directed  by  section  142  of  Public  Law 
110-275  to  provide  payment  for 
therapeutic  radiopharmaceuticals  with 
pass-through  status  in  CY  2009  at 
charges  adjusted  to  cost.  Therefore, 
additional  payments  are  not  within  our 
discretion  for  these  therapeutic 
radiopharmaceuticals.  However,  as  we 
stated  in  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR 
68096),  we  believe  that  hospitals  have 
the  ability  to  set  charges  for  items 
properly  so  that  charges  adjusted  to  cost 
can  appropriately  account  fully  for  the 
acquisition  and  overhead  costs  of 
radiopharmaceuticals. 

We  have  routinely  provided  a  single 
payment  for  drugs,  bioiogicals,  and 
radiopharmaceuticals  under  the  OPPS 
to  account  for  acquisition  cost  and 
pharmacy  overhead  costs,  including 
compounding  costs.  We  continue  to 
believe  that  a  single  payment  is 
appropriate  for  diagnostic 
radiopharmaceuticals  with  pass-through 
status  in  CY  2009,  and  that  the  payment 
rate  of  ASP+6  (or  payment  based  on  the 
ASP  methodology)  is  adequate  to 
provide  payment  for  both  the  diagnostic 
radiopharmaceutical  acquisition  cost 
and  any  associated  nuclear  medicine 
handling  and  compounding  costs. 

Comment:  Some  commenters  noted 
that  a  pass-through  period  of  possibly 
only  2  years  discourages  new  product 
development,  especially  for 
radiopharmaceutical  products.  One 
commenter  recommended  providing 
pass-through  payment  for  approved 
radiopharmaceuticals  for  a  full  3-year 
time  period  to  allow  hospitals  time  to 
incorporate  new  products  into  their 
chargemasters  and  billing  practices. 

Response:  As  stated  above,  we 
currently  do  not  have  any 
radiopharmaceuticals,  diagno.stic  or 
therapeutic,  that  either  have  been 
granted  pass-through  status  or  are  under 
consideration  for  pass-through  status  at 
the  time  of  this  final  rule  with  comment 
period.  We  also  note  that  the  OPPS 
pass-through  provision  provides  for  at 
least  2  but  not  more  than  3  years  of 
pass-through  payment  for  drugs  and 
bioiogicals  that  are  approved  for  pass- 
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through  payments.  We  provide  an 
annual  opportunity  through  the  annual 
OPPS/ASC  rulemaking  cycle  for  public 
comment  on  those  drugs  and  biologicals 
that  are  proposed  for  expiration  of  pass¬ 
through  payment  in  the  next  calendar 
year.  We  often  receive  comments  related 
to  our  proposed  expiration  of  pass¬ 
through  status  for  particular  items,  and 
we  expect  to  continue  to  receive  these 
comments  regarding  the  proposed 
expiration  of  pass-through  status  for 
drugs  and  biologicals  in  the  future.  In 
this  manner,  we  would  address  specific 
concerns  about  the  pass-through  period 
for  individual  drugs  and  biologicals  in 
the  future,  including 
radiopharmaceuticals. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  CY  2009  policy,  with 
modification  as  noted  below,  to  provide 
payment  for  pass-through  drugs, 
including  diagnostic 
radiopharmaceuticals,  and  biologicals 


based  on  the  ASP  methodology.  This 
allows  diagnostic  radiopharmaceutical 
manufacturers  that  are  able  to  provide 
ASP  information  through  the 
established  methodology  to  be  paid  for 
pass-through  diagnostic 
radiopharmaceuticals  at  ASP+6  percent, 
the  same  rate  as  pass-through  drugs  and 
biologicals  are  paid  in  the  physician’s 
office  setting.  In  addition,  we  are 
modifying  our  proposal  to  provide 
payment  for  therapeutic 
radiopharmaceuticals  with  pass-through 
status  based  on  the  requirements  of 
section  142  of  Public  Law  110-275. 
Therefore,  therapeutic 
radiopharmaceuticals  with  pass-through 
status  in  CY  2009  will  be  paid  at 
hospital  charges  adjusted  to  cost,  the 
same  payment  methodology  as  other 
therapeutic  radiopharmaceuticals  in  CY 
2009. 

The  drugs  and  biologicals  that  are 
continuing  pass-through  status  or  have 
been  granted  pass-through  status  as  of 


January  2009  for  CY  2009  are  displayed 
in  Table  24  below.  In  addition,  we  did 
not  receive  any  public  comments  on  our 
proposal  to  update  pass-through 
payment  rates  on  a  quarterly  basis  on 
our  Web  site  during  CY  2009  if  later 
quarter  ASP  submissions  (or  more 
recent  WAC  or  AWP  information,  as 
applicable)  indicate  that  adjustments  to 
the  payment  rates  for  these  pass-through 
drugs  and  biologicals  are  necessary,  and 
we  are  finalizing  this  policy.  Finally,  if 
a  drug  or  biological  that  has  been 
granted  pass-through  status  for  CY  2009 
becomes  covered  under  the  Part  B  drug 
CAP  if  the  program  is  reinstituted,  we 
will  provide  payment  for  Part  B  drugs’ 
that  are  granted  pass-through  status  and 
are  covered  under  the  Part  B  drug  CAP 
at  the  Part  B  drug  CAP  rate.'  Appropriate 
adjustments  to  the  payment  rates  for 
pass-through  drugs  and  biologicals  will 
occur  on  a  quarterly  basis. 


tABLE  24— Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2009 


CY  2008 
HCPCS  code 

CY  2009 
HCPCS  code 

CY  2009  short  descriptor 

Final 

CY  2009  SI 

Final 

CY  2009  APC 

C9238  . 

J1953  . 

Levetiracetam  injection . . 

G 

9238 

C9239  . 

J9330  . 

Temsirolimus  injection  . 

G 

1168 

C9240* . 

J9207  . 

Ixabepilone  injection . 

G 

9240 

C9241  . 

J1267  . 

Doripenem  injection . 

G 

9241 

C9242  . 

J1453  . 

Fosaprepitant  injection  . 

G 

9242 

C9243  . 

J9033  . 

Bendamustine  injection  . 

G 

9243 

C9244  . 

J2785  . 

Injection,  regadenoson  . 

G 

9244 

C9354  . 

C9354  . 

Veritas  collagen  matrix,  cm2 . 

G 

9354 

C9355  . 

C9355  . 

Neuromatrix  nerve  cuff,  cm . 

G 

9355 

C9356  . 

C9356  . 

TendoGlide  Tendon  Prot,  cm2 . . . 

G 

9356 

C9357  . 

Q4114  . 

Integra  flowable  wound  math  . 

G 

1251 

C9358  . 

C9358  . . 

SurgiMend,  0.5cm2  . . . . . 

G 

9358 

C9359  . 

C9359  . 

Implant,  bone  void  filler . 

G 

9359 

J1300  . 

J1300  . 

Eculizumab  injection . 

G 

9236 

J1571  . 

J1571  . 

Hepagam  b  im  injection  . 

G 

0946 

J1573  . 

J1573  . 

Hepagam  b  intravenous,  inj  . . 

G 

1138 

J3488*  . 

J3488  . 

Reclast  injection  . 

G 

0951 

J9225*  . 

J9225  . 

Vantas  implant . 

G 

1711 

J9226  . 

J9226  . 

Supprelin  LA  implant  . 

G 

1142 

J9261  . 

J9261  . 

Nelarabine  injection . . . 

G 

0825 

Q4097  . 

J1459  . 

Inj  IVIG  privigen  500  mg  . -. . 

G 

1214 

C9245  . 

Injection,  romiplostim . . . 

G 

9245 

C9246  . 

Inj,  gadoxetate  disodium  . 

G 

9246 

C9248  . 

Inj,  clevidipine  butyrate . 

G 

9248 

*  Indicates  that  the  drug  was  paid  at  a  rate  determined  by  the  Part  B  drug  CAP  methodology  (prior  to  January  1 ,  2009)  while  identified  as 
pass-through  under  the  OPPS. 


4.  Reduction  of  Transitional  Pass- 
Through  Payments  for  Diagnostic 
Radiopharmaceuticals  To  Offset  Costs 
Packaged  Into  APC  Groups 

Prior  to  CY  2008,  certain  diagnostic 
radiopharmaceuticals  were  paid 
separately  under  the  OPPS  if  their  mean 
per  day  costs  were  greater  than  the 
applicable  year’s  drug  packaging 
threshold.  In  CY  2008  (72  FR  66768),  we 
packaged  payment  for  all  nonpass¬ 
through  diagnostic 


radiopharmaceuticals  as  ancillary  and 
supportive  items  and  services. 
Specifically,  we  packaged  payment  for 
all  nonpass-through  diagnostic 
radiopharmaceuticals,  including  those 
products  that  would  not  otherwise  have 
been  packaged  based  solely  on  the  CY 
2008  drug  packaging  threshold,  into 
payment  for  their  associated  nuclear 
medicine  procedures.  In  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41483), 
we  proposed  to  continue  to  package 


payment  in  CY  2009  for  all  nonpass¬ 
through  diagnostic 
radiopharmaceuticals  as  discussed  in 
section  V.B.2.C.  of  this  final  rule  with 
comment  period. 

As  previously  noted,  for  OPPS  pass¬ 
through  payment  purposes, 
radiopharmaceuticals  are  considered  to 
be  “drugs.”  As  described  above,  section 
1833(t)(6)(D)(i)  of  the  Act  specifies  that 
the  transitional  pass-through  payment 
amount  for  pass-through  drugs  and 
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biologicals  is  the  difference  between  the 
amount  paid  under  section  1842(o)  or 
the  Part  B  drug  CAP  rate  and  the 
otherwise  applicable  OPPS  payment 
amount.  Furthermore,  transitional  pass¬ 
through  payments  for  drugs,  biologicals, 
and  radiopharmaceuticals  under  the 
OPPS  are  made  for  a  period  of  at  least 
2  but  not  more  than  3  years.  There  are 
currently  no  radiopharmaceuticals  with 
pass-through  status  under  the  OPPS.  For 
new  pass-through  radiopharmaceuticals 
with  no  ASP  information  or  CAP  rate, 
our  proposed  and  final  CY  2009 
payment  methodology  is  discussed  in 
section  V.A.3.  of  this  final  rule  with 
comment  period.  According  to  our  final 
policy  and  consistent  with  our  CY  2008 
final  policy  (72  FR  66755),  new  pass¬ 
through  diagnostic 
radiopharmaceuticals  will  be  paid  at 
ASP-i-6  percent,  while  those  without 
ASP  information  will  be  paid  based  on 
WAC  or,  if  WAC  is  not  available,  based 
on  95  percent  of  the  product’s  most 
recently  published  AWP. 

As  described  in  section  IV.A.2.a.  of 
the  proposed  rule  and  this  final  rule 
with  comment  period  regarding  pass¬ 
through  device  payment,  we  have 
consistently  employed  an  established 
methodology  to  estimate  the  portion  of 
each  APC  payment  rate  that  could 
reasonably  be  attributed  to  the  cost  of  an 
associated  device  eligible  for  pass¬ 
through  payment  (the  APC  device  offset 
amount)  trf avoid  duplicate  payment  for 
the  device  portion  of  a  procedure.  This 
calculation  uses  calendar  year  claims 
data  from  the  period  used  for  the  most 
recent  recalibration  of  the  APC  payment 
rates  (72  FR  66751  through  66752).  We 
evaluate  new  pass-through  device 
categories  individually  to  determine  if 
there  are  device  costs  packaged  into  the 
associated  procedural  APC  payment  rate 
from  predecessor  devices  that  resemble 
the  new  pass-through  device  category, 
suggesting  that  a  device  offset  amount 
would  be  appropriate.  On  an  ongoing 
basis,  through  the  quarterly  transmittals 
that  implement  the  quarterly  OPPS 
updates,  we  establish  the  applicable 
APC  device  offset  amount,  if  any,  in  the 
same  quarter  as  the  eligible  pass¬ 
through  device  category  is  first 
established.  We  update  device  offset 
amounts  annually  for  eligible  pass¬ 
through  device  categories  when  we 
recalibrate  APC  payment  rates.  We  note 
that  we  initially  implemented  the 
device  offset  policy  in  CY  2001  only  for 
pacemakers  and  neurostimulators  but 
subsequently  expanded  the  offset  to 
other  pass-through  devices.with  costs 
from  predecessor  devices  packaged  into 
the  existing  APC  structure  beginning  in 
CY  2002.  Since  April  2002,  we  have 


applied  a  uniform  reduction,  the  APC 
device  offset  amount  for  the  associated 
procedure,  to  payment  for  each  of  the 
devices  receiving  transitional  pass¬ 
through  payments  furnished  on  or  after 
April  1,  2002,  and  for  which  we  have 
determined  that  the  pass-through  device 
resembles  packaged  predecessor 
devices. 

The  law  specifies  two  categories  of 
products  that  are  eligible  for  transitional 
pass-through  payment,  specifically 
implantable  devices  and  drugs  and 
biologicals.  Historically,  in  calculating 
the  APC  device  offset  amount  that  we 
have  used  to  evaluate  whether  a 
candidate  device  category  for  pass¬ 
through  status  meets  the  cost 
significance  test,  we  have  calculated  an 
amount  that  reflects  the  total  packaged 
device  costs  for  all  devices  that  are 
included  on  the  single  bills  mapping  to 
the  specific  APC.  This  APC  device  offset 
amount  is  then  also  the  amount  by 
which  we  would  reduce  the  pass¬ 
through  payment  for  a  device  if  we 
determine  that  the  pass-through  device 
resembles  packaged  predecessor 
devices. 

In  the  case  of  drugs  and  biologicals, 
we  also  have  historically  calculated  a 
single  APC  drug  amount  that  reflects  the 
total  packaged  drug  (including 
radiopharrnaceutical)  costs  for  all  drugs 
and  biologicals  that  are  included  on 
claims  mapping  to  a  specific  APC.  This 
is  the  amount  that  we  have  used  to 
evaluate  whether  a  candidate  drug  or 
biological  for  pass-through  status  meets 
the  cost  significance  test.  However, 
since  CY  2008,  we  have  had  two  major 
policies  for  the  packaged  payment  of 
twQ  categories  of  nonpass-through  drugs 
and  biologicals,  specifically  those  drugs 
that  are  always  packaged  and  those 
drugs  that  may  be  packaged.  The  first 
group  of  drugs  and  biologicals  includes 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  as  well  as  implantable 
biologicals  beginning  in  CY  2009,  which 
we  refer  to  as  “policy-packaged”  drugs. 
The  second  group  of  drugs  and 
biologicals  includes  those  drugs  that  are 
subject  to  packaging  based  on  their 
estimated  per  day  costs  in  relationship 
to  the  annual  OPPS  drug  packaging 
threshold,  which  we  refer  to  as 
“threshold-packaged”  drugs.  We  are 
clarifying  that,  for  purposes  of 
determining  whether  a  drug  or 
biological  candidate  for  pass-through 
status  meets  the  cost  significance  test, 
we  use  the  appropriate  “threshold- 
packaged”  drug  amount  or  “policy- 
packaged”  drug  amount  to  assess  the 
criteria,  based  on  the  group  of  drugs  to 
which  the  pass-through  candidate  drug 
belongs.  Similarly,  for  purposes  of  the 
radiopharmaceutical  offset  policy,  we 


utilize  the  “policy-packaged”  drug 
amount  to  determine  the  appropriate 
APC  radiopharmaceutical  offset.  In  the 
case  of  APCs  that  contain  nuclear 
medicine  procedures,  we  expect  that 
this  “policy-packaged”  drug  amount 
would  consist  almost  entirely  of  the 
costs  of  diagnostic 

radiopharmaceuticals.  It  is  this  amount 
by  which  we  would  both  assess  a 
candidate  pass-through  diagnostic 
radiopharmaceutical’s  cost  for  purposes 
of  cost  significance  according  to 
§  419.64(b)(2)  and  reduce  the  diagnostic 
radiopharmaceutical  pass-through 
payment  if  we  determine  that  the  pass¬ 
through  diagnostic  radiopharmaceutical 
resembles  packaged  predecessor 
radiopharmaceuticals. 

As  we  stated  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41483), 
because  of  our  proposed  CY  2009 
packaging  policy  for  diagnostic 
radiopharmaceuticals,  we  believe  that  a 
payment  offset  policy,  as  discussed 
previously  for  implantable  devices,  is 
now  appropriate  for  diagnostic 
radiopharmaceuticals  approved  for 
pass-through  payment  status.  An  APC 
“policy-packaged”  offset  amount  would 
allow  us  to  avoid  duplicate  payment  for 
the  diagnostic  radiopharmaceutical 
portion  of  a  nuclear  medicine  procedure 
by  providing  a  diagnostic 
radiopharmaceutical  pass-through 
payment  that  represents  the  difference 
between  the  payment  rate  for  the 
diagnostic  radiopharmaceutical  and  the 
packaged  predecessor  drug  costs 
included  in  the  procedural  APC 
payment  for  the  nuclear  medicine 
procedure.  In  accordance  with  section  • 
1833(t)(6)(D)(i)  of  the  Act,  the  otherwise 
applicable  OPPS  payment  amount  for 
the  diagnostic  radiopharmaceutical 
would  roughly  be  the  median  cost  of  the 
“policy-packaged”  drug  costs  for  the 
predecessor  radiopharmaceuticals  that 
are  packaged  into  the  payment  for  the 
nuclear  medicine  procedure.  We 
indicated  in  the  proposed  rule  that  this 
APC  “policy-packaged”  drug  offset 
amount,  similar  to  the  longstanding 
device  offset  policy  for  payment  of 
implantable  devices  with  pass-through 
status,  would  be  calculated  based  on  a 
percentage  of  the  APC  payment  for  a 
nuclear  medicine  procedure  attributable 
to  the  costs  of  “policy- packaged”  drugs, 
including  diagnostic 
radiopharmaceuticals,  as  reflected  in  the 
most  recent  complete  year  of  hospital 
outpatient  claims  data. 

Beginning  in  CY  2009,  as  we 
proposed,  we  would  review  each  new 
pass-through  diagnostic 
radiopharmaceutical  on  a  case-by-case 
basis,  to  determine  whether 
radiopharmaceutical  costs  a.ssociated 
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with  predecessors  of  the  new  product 
are  packaged  into  the  existing  APC 
structure  for  those  nuclear  medicine 
procedures  with  which  the  new 
radiopharmaceutical  would  be  used. 

This  methodology  is  consistent  with  our 
current  policy  for  new  device  categories. 
Because  of  the  nature  of  diagnostic 
radiopharmaceuticals  and  the  small 
number  of  nuclear  medicine  procedures 
to  which  they  are  typically  closely 
linked,  we  believe  that  we  would 
usually  find  costs  for  predecessor 
diagnostic  radiopharmaceuticals 
packaged  into  the  existing  APC  payment 
for  the  nuclear  medicine  procedures 
associated  with  the  new  product.  In 
these  cases,  we  would  deduct  the 
uniform,  applicable  APC  “policy- 
packaged”  drug  offset  amount  for  the 
associated  nuclear  medicine  procedure 
from  the  pass-through  payment  for  the 
diagnostic  radiopharmaceutical.  As  we 
proposed,  we  would  establish  the 
pertinent  APC  offset  amounts  for  newly 
eligible  pass-through  diagnostic 
radiopharmaceuticals  quarterly  through 
the  transmittals  that  implement  the 
quarterly  OPPS  updates  and  update 
these  offset  amounts  annually,  as 
needed. 

Not  all  CY  2007  OPPS  claims  for 
nuclear  medicine  procedures  include 
radiolabeled  products  because 
radiopharmaceutical  claims  processing 
edits  were  implemented  beginning  in 
CY  2008.  These  claims  processing  edits 
require  that  a  radiolabeled  product  be 
included  on  all  claims  for  nuclear 
medicine  procedures  to  ensure  that  we 
capture  the  full  costs  of  the  packaged 
diagnostic  radiopharmaceuticals  used 
for  the  procedures  in  future  ratesetting. 
Because  our  most  recent  claims  data  at 
the  time  of  issuance  of  the  proposed 
rule  did  not  yet  reflect  the  results  of 
these  edits,  we  proposed  to  use  only 
those  claims  that  pass  the 
radiopharmaceutical  edits  to  set  rates 
for  nuclear  medicine  procedures  in  CY 
2009,  as  discussed  in  section  II.A.2.d.(5) 
of  this  final  rule  with  comment  period. 
We  proposed  to  use  the  same  claims  to 
calculate  the  APC  “policy-packaged” 
drug  offset  amounts. 

Comment:  Some  commenters 
supported  the  proposed  diagnostic 
radiopharmaceutical  offset  policy 
described  in  the  CY  2009  OPPS/ASC 
proposed  rule.  These  commenters 
supported  CMS’  proposal  to  apply  an 
offset  for  pass-through  diagnostic 
radiopharmaceuticals  as  it  would  ensure 
that  duplicate  payment  would  not  be 
made  for  diagnostic 
radiopharmaceuticals  by  removing  the 
radiopharmaceutical  payment  amount 
that  is  already  packaged  into  the 


payment  for  the  associated  nuclear 
medicine  procedure. 

Other  commenters  were  concerned 
that  the  pass-through  payment  amount 
for  diagnostic  radiopharmaceuticals 
would  be  significantly  reduced  if  the 
proposed  offset  policy  is  applied.  Some 
of  these  commenters  believed  that  the 
true  costs  of  currently  used  diagnostic 
radiopharmaceuticals  are  not  included 
in  the  payment  for  associated  APCs 
because  of  hospital  billing  practices, 
and  that  using  this  unreliable  hospital 
claims  information  to  establish  an  offset 
amount  would  provide  inadequate 
payment  for  the  pass-through  diagnostic 
radiopharmaceutical. 

Some  commenters  suggested 
calculating  a  diagnostic 
radiopharmaceutical  offset  on  a  per- 
nuclear  medicine  procedure  basis.  That 
is,  these  commenters  suggested  that  the 
diagnostic  radiopharmaceutical  offset 
should  be  calculated  for  individual  CPT 
codes,  rather  than  for  all  procedures 
assigned  to  an  APC,  in  order  to  more 
specifically  identify  the  diagnostic 
radiopharmaceutical  costs  attributable 
to  a  specific  procedure. 

Many  commenters  asked  for  further 
clarification  regarding  the  calculation  of 
the  offsets  and  requested  that  CMS  make 
the  APC  radiopharmaceutical  offset 
amounts  for  the  year  publicly  available 
for  review  by  stakeholders. 

Response:  As  we  stated  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41483),  because  of  our  proposed  CY 
2009  packaging  policy  for  diagnostic 
radiopharmaceuticals,  we  believe  that  a 
payment  offset  policy  is  appropriate  for 
diagnostic  radiopharmaceuticals 
approved  for  pass-through  payment.  An 
APC  “policy-packaged”  drug  offset 
amount  applied  to  diagnostic 
radiopharmaceuticals  allows  us  to  avoid 
duplicate  payment  for  the  diagnostic 
radiopharmaceutical  portion  of  a 
nuclear  medicine  procedure  by 
providing  a  diagnostic 
radiopharmaceutical  pass-through 
payment  that  represents  the  difference 
between  the  payment  rate  for  the 
diagnostic  radiopharmaceutical  and  the 
packaged  radiopharmaceutical  cost 
included  in  the  procedural  APC 
payment  for  the  nuclear  medicine 
procedure.  As  noted  above,  we 
distinguish  between  “policy-packaged” 
drugs  and  biologicals  where  a  whole 
category  of  drugs  or  biologicals  is 
packaged,  regardless  of  an  individual 
product’s  cost  (such  as  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  biologicals  that  are  implantable 
only),  from  those  “threshold-packaged” 
drugs  and  biologicals  that  are  packaged 
because  of  the  drug  packaging 
threshold,  in  order  to  provide  a  more 


accurate  offset  estimate  for  diagnostic 
radiopharmaceutical  pass-through 
purposes. 

We  do  not  believe  it  would  be 
appropriate  to  calculate  the  offset 
amount  at  the  nuclear  medicine 
procedure-specific  level  because  OPPS 
payment  for  procedures  is  provided  by 
APCs  that  group  procedures  that  share 
clinical  and  resource  similarities. 
Therefore,  similar  to  our  pass-through 
device  offset  policy,  we  will  calculate 
the  offset  amount  for  pass-through 
diagnostic  radiopharmaceuticals  at  the 
level  of  APCs  because  the  APC  reflects 
the  OPPS  payment  for  the  specific 
nuclear  medicine  procedure  in  which 
the  pass-through  diagnostic 
radiopharmaceutical  is  used. 

The  use  of  a  pass-through  offset 
amount  is  consistent  with  our  current 
policy  for  new  device  categories. 
Because  of  the  nature  of  diagnostic 
radiopharmaceuticals  and  the  small 
number  of  nuclear  medicine  procedures 
to  which  they  are  typically  closely 
linked,  contrary  to  the  commenters’ 
concerns,  we  believe  that  we  will 
usually  find  costs  for  predecessor 
diagnostic  radiopharmaceuticals 
packaged  into  the  existing  APC  payment 
for  the  nuclear  medicine  procedures 
associated  with  the  new  product.  As  we 
proposed,  we  will  establish  the 
pertinent  APC  “policy-packaged”  drug 
amounts  for  newly  eligible  pass-through 
diagnostic  radiopharmaceuticals 
quarterly  through  the  transmittals  that 
implement  the  quarterly  OPPS  updates 
and  update  these  offset  amounts 
annually,  as  needed. 

We  will  post  annually  on  the  CMS 
Web  site  at:  http://wivw.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
01_overview.asp,  a  file  that  contains  the 
three  offset  amounts  that  will  be  used 
for  that  year  for  purposes  of  evaluating 
cost  significance  for  candidate  pass¬ 
through  device  categories  and  drugs  and 
biologicals,  including  diagnostic 
radiopharmaceuticals,  and  establishing 
any  appropriate  APC  offset  amounts. 
Specifically,  the  file  will  provide,  for 
every  OPPS  clinical  APC,  the  amounts 
and  percentages  of  APC  payment 
associated  with  packaged  implantable 
devices,  “policy-packaged”  drugs  and 
biologicals,  and  “thre.shold-packaged” 
drugs  and  biologicals. 

Comment:  Several  commenters 
recommended  that  CMS  provide 
extensive  education  for  Medicare 
contractors  (fiscal  intermediaries  and  A/ 
B  MACs)  on  how  the  offset  should  be 
applied  and  how  payment  should  be 
made  for  pass-through  diagnostic 
radiopharmaceuticals.  One  commenter 
requested  that  CMS  provide  hospital- 
specific  education  in  order  to  prevent 
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hospitals  from  charging  beneficiaries  for 
any  perceived  difference  in  payment  as 
a  result  of  the  offset,  especially  in 
situations  where  the  beneficiary  has 
been  given  an  Advance  Beneficiary 
Notice  (ABN). 

Response:  Our  standard  process  is  to 
release  instructions  in  the  January 
quarterly  transmittal  related  to  the 
updated  OPPS  policies  finalized  in  the 
annual  final  rule  with  comment  period. 
We  will  continue  to  provide 
instructions  to  our  Medicare  contractors 
on  our  policy  changes  in  this  manner, 
including  the  offset  policy  for  diagnostic 
radiopharmaceuticals  with  pass-through 
status  included  in  this  final  rule  with 
comment  period.  Determination  of  offset 
eligibility  and  payment  is  determined  in 
the  OPPS  PRICER,  the  pricing  utility  for 
OPPS  payment.  Medicare  contractors 
have  been  successfully  applying  the 
offset  policy  through  implementation  of 
the  OPPS  PRICER  for  pass-through 
implantable  devices  for  many  years,  and 
we  do  not  expect  that  contractors  will 
have  difficulty  providing  appropriate 
payment  for  those  pass-through 
diagnostic  radiopharmaceuticals  for 
which  we  have  identified  a  drug  offset 
amount. 

In  addition,  we  remind  readers  that 
packaged  items  and  services  are  covered 
and  paid  under  the  OPPS.  Hospitals 
may  only  provide  an  ABN  when  the 
hospital  expects  that  the  service 
provided  to  the  beneficiary  will  not  be 
covered  under  any  Medicare  benefit 
category.  Although  hospitals  do  not 
receive  separate  payment  from  Medicare 
for  packaged  items  and  supplies, 
hospitals  may  not  bill  beneficiaries 
separately  for  any  packaged  items  and 
supplies  because  those  costs  are 
recognized  and  paid  within  the  OPPS 
payment  rate  for  the  associated 
procedure  or  service.  Transmittal  A-01- 
133,  issued  on  November  20,  2001, 
explains  in  greater  detail  the  rules 
regarding  payment  for  packaged 
services.  We  believe  that  the  vast 
majority  of  hospitals  understand  the 
correct  use  of  ABNs,  and  that  situations 
such  as  the  one  suggested  the 
commenter  would  be  rare.  For  more 
information  on  mandatory  and 
voluntary  uses  of  ABNs,  we  refer 
readers  to  the  Medicare  Claims 
Processing  Manual,  Pub.  100-4,  Chapter 
30,  Sections  50.3.1  and  50.3.2. 

Comment:  One  commenter  requested 
that  CMS  not  apply  a  pass-through 
payment  offset  to  pass-through  contrast 
agents  unless  proper  notice  was 
provided  and  there  was  an  opportunity 
for  public  comment.  The  commenter 
noted  that  the  offset  methodology  would 
likely  be  unnecessary  for  contra.st 
agents,  as  most  contrast  agents  have  per 


day  cost  estimates  of  under  $60  and, 
therefore,  are  not  likely  to  pass  the  cost 
significance  test  required  for  pass¬ 
through  drug  status. 

Response:  We  believe  the  commenter 
misunderstood  our  proposed  offset 
policy.  We  did  not  make  a  proposal  to 
apply  a  pass-through  offset  methodology 
for  contrast  agents,  and  we  are  not 
implementing  an  offset  for  pass-through 
contrast  agents  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposal  to  apply  an  offset 
methodology  to  diagnostic 
radiopharmaceuticals  that  are  granted 
pass-through  status  for  CY  2009  without 
modification.  Specifically,  the  APC 
“policy-packaged”  drug  offset  fraction 
for  APCs  containing  nuclear  medicine 
procedures  in  CY  2009  is:  1  minus  (the 
cost  from  single  procedure  claims  in  the 
APC  that  pass  nuclear  medicine 
procedure-to-radiolabeled  product  edits 
after  removing  the  costs  for  “policy- 
packaged”  drugs  and  biologicals 
divided  by  the  cost  from  single 
procedure  claims  in  the  APC  that  pass 
the  claims  processing  edits).  To 
determine  the  actual  APC  offset  amount 
for  diagnostic  radiopharmaceuticals 
granted  pass-through  status  in  CY  2009, 
we  multiply  the  resulting  fraction  by  the 
CY  2009  APC  payment  amount  for  the 
procedure  with  which  the  new 
diagnostic  radiopharmaceutical  is  used  • 
and,  accordingly,  reduce  the  APC 
payment  associated  with  the  transitional 
pass-through  diagnostic 
radiopharmaceutical  by  this  amount. 

We  will  post  annually  on  the  CMS 
Web  site  at:  http:/ /w'W'xv.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
Oljoverview.asp,  a  file  that  contains  the 
three  offset  amounts  that  will  be  used 
for  that  year  for  purposes  of  evaluating 
cost  significance  for  candidate  pass¬ 
through  device  categories  and  drugs  and 
biologicals,  including  diagnostic 
radiopharmaceuticals,  and  establishing 
any  appropriate  APC  offset  amounts. 
Specifically,  the  file  will  provide,  for 
every  OPPS  clinical  APC,  the  amounts 
and  percentages  of  APC  payment 
associated  with  packaged  implantable 
devices,  “policy-packaged”  drugs  and 
biologicals,  and  “threshold-packaged” 
drugs  and  biologicals. 

Table  25  displays  the  APCs  to  which 
nuclear  medicine  procedures  are 
assigned  in  CY  2009  and  for  which  we 
expect  that  an  APC  offset  could  be 
applicable  in  the  case  of  new  diagnostic 
radiopharmaceuticals  with  pass-through 
status. 


Table  25— APCs  to  Which  Nuclear 
Medicine  Procedures  Are  As¬ 
signed  FOR  CY  2009 


Final  CY  2009 
APC 

CY  2009  APC  title 

0307  . 

Mycxjardial  Positron  Emis¬ 
sion  Tomography  (PET) 
imaging. 

0308  : . 

Non-Myocardial  Positron 
Emission  Tomography 
(PET)  imaging. 

0377  . 

Level  II  Cardiac  Imaging. 

0378  . 

Level  II  Pulmonary  Imag¬ 
ing. 

0389  . 

Level  1  Non-imaging  Nu¬ 
clear  Medicine. 

0390  . 

Level  1  Endocrine  Imag¬ 
ing. 

0391  . 

Level  II  Endocrine  Imag¬ 
ing. 

0392  . 

Level  II  Non-imaging  Nu¬ 
clear  Medicine. 

0393  . 

Hematologic  Processing  & 
Studies. 

0394  . 

Hepatobiliary  Imaging. 

0395  . 

Gl  Tract  Imaging. 

0396  . 

Bone  Imaging. 

0397  ..; . 

Vascular  Imaging. 

0398  . 

Level  1  Cardiac  Imaging. 

0400  . 

Hematopoietic  Imaging. 

0401  . 

Level  1  Pulmonary  Imag¬ 
ing. 

0402  . 

Level  II  Nervous  System 
Imaging. 

0403  . . 

Level  1  Nervous  System 
Imaging. 

0404  . 

Renal  and  Genitourinary 
Studies. 

0406  . 

Level  1  Tumor/Infection 
Imaging. 

0408  . 

Level  III  Tumor/Infection 
Imaging. 

0414  . 

Level  II  Tumor/Infection 
Imaging. 

B.  OPPS  Payment  for  Drugs,  Biologicals, 
and  Radiopharmaceuticals  Without 
Pass-Through  Status 

1.  Background 

Under  the  CY  2008  OPPS,  we 
currently  pay  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  do  not  have 
pass-through  status  in  one  of  two  ways: 
Packaged  payment  into  the  payment  for 
the  associated  service;  or  separate 
payment  (individual  APCs).  We 
explained  in  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18450)  that  we  generally  package  the 
cost  of  drugs  and  radiopharmaceuticals 
into  the  APC  payment  rate  for  the 
procedure  or  treatment  with  which  the 
products  are  usually  furnished. 
Hospitals  do  not  receive  separate 
payment  from  Medicare  for  packaged 
items  and  supplies,  and  hospitals  may 
not  bill  beneficiaries  separately  for  any 
packaged  items  and  supplies  whose 
costs  are  recognized  and  paid  within  the 
national  OPPS  payment  rate  for  the 
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associated  procedure  or  service. 
(Transmittal  A-01-133,  issued  on 
November  20,  2001,  explains  in  greater 
detail  the  rules  regarding  separate 
payment  for  packaged  services.) 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,  procedure,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging  the  costs 
of  items  and  services  into  the  payment 
for  the  primary  procedure  or  service 
with  which  they  are  associated 
encourages  hospital  efficiencies  and 
also  enables  hospitals  to  manage  their 
resources  with  maximum  flexibility. 

Section  1833(t)(16)(B)  of  the  Act,  as 
added  by  section  621(a)(2)  of  Public 
Law  108-173,  sets  the  threshold  for 
establishing  separate  APCs  for  drugs 
and  biologicals  at  $50  per 
administration  for  CYs  2005  and  2006. 
Therefore,  for  CYs  2005  and  2006,  we 
paid  separately  for  drugs,  biologicals, 
and  radiopharmaceuticals  whose  per 
day  cost  exceeded  $50  and  packaged  the 
costs  of  drugs,  biologicals,  and 
radiopharmaceuticals  whose  per  day 
cost  was  equal  to  or  less  than  $50  into 
the  procedures  with  which  they  were 
billed.  For  CY  2007,  the  packaging 
threshold  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  were  not  new 
and  did  not  have  pass-through  status 
was  established  at  $55.  For  CY  2008,  the 
packaging  threshold  for  drugs, 
biologicals,  and  radiopharmaceuticals 
that  are  not  new  and  do  not  have  pass¬ 
through  status  was  established  at  $60. 
The  methodology  used  to  establish  the 
$55  threshold  for  CY  2007,  the  $60 
threshold  for  CY  2008,  and  our 
proposed  and  final  approach  for  CY 
2009  are  discussed  in  more  detail  in 
section  V.B.2.h.  of  this  final  rule  with 
comment  period. 

In  addition,  since  CY  2005,  we  have 
provided  an  exemption  to  this 
packaging  determination  for  oral  and 
injectable  5HT3  anti-emetic  products. 
We  discuss  in  section  V.B.2.  of  this  final 
rule  with  comment  period  our  proposed 
and  final  CY  2009  payment  policy  for 
these  anti-emetic  products. 

2.  Criteria  for  Packaging  Payment  for 
Drugs,  Biologicals  and 
Radiopharmaceuticals 

a.  Background 

As  indicated  above,  in  accordance 
with  section  1833(t)(16)(B)  of  the  Act, 
the  threshold  for  establishing  separate 
APCs  for  payment  of  drugs  and 
biologicals  was  set  to  $50  per 
administration  during  CYs  2005  and 
2006.  In  CY  2007,  we  used  the  fourth 
quarter  moving  average  Producer  Price 


Index  (PPI)  levels  for  prescription 
preparations  to  trend  the  $50  threshold 
forward  from  the  third  quarter  of  CY 
2005  (w'hen  the  Public  Law  108-173 
mandated  threshold  became  effective)  to 
the  third  quarter  of  CY  2007.  We  then 
rounded  the  resulting  dollar  amount  to 
the  nearest  $5  increment  in  order  to 
determine  the  CY  2007  threshold 
amount  of  $55.  Using  the  same 
methodology  as  that  used  in  CY  2007 
(which  is  discussed  in  more  detail  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68085  through 
68086)),  for  CY  2008  we  set  the 
packaging  threshold  for  establishing 
separate  APCs  for  drugs  and  biologicals 
at  $60. 

In  addition,  in  CY  2008  we  began 
distinguishing  between  diagnostic  and 
therapeutic  radiopharmaceuticals  for 
payment  purposes  under  the  OPPS.  We 
finalized  a  policy  that  identified, 
diagnostic  radiopharmaceuticals  as 
those  Level  II  HCPCS  codes  that  include 
the  term  “diagnostic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors.  Therapeutic 
radiopharmaceuticals  were  identified  as 
those  Level  II  HCPCS  codes  that  have 
the  term  “therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors.  We  again  noted  that  all 
radiopharmaceutical  products  fall  into 
one  category  or  the  other;  their  use  as 
a  diagnostic  radiopharmaceutical  or 
therapeutic  radiopharmaceutical  is 
mutually  exclusive. 

b.  Drugs,  Biologicals,  and  Therapeutic 
Radiopharmaceuticals 

Following  the  CY  2007  methodology 
for  CY  2009,  we  used  updated  fourth 
quarter  moving  average  PPI  levels  to 
trend  the  $50  threshold  forward  from 
the  third  quarter  of  CY  2005  to  the  third 
quarter  of  CY  2009  and  again  rounded 
the  resulting  dollar  amount  ($61.25)  to 
the  nearest  $5  increment,  which  yielded 
a  figure  of  $60.  In  performing  this 
calculation,  we  used  the  most  up-to-date 
forecasted,  quarterly  PPI  estimates  from 
CMS’  Office  of  the  Actuary  (OACT).  As 
actual  inflation  for  past  quarters 
replaced  forecasted  amounts,  the  PPI 
estimates  for  prior  quarters  have  been 
revised  (compared  with  those  used  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period)  and  have  been 
incorporated  into  our  calculation.  Based 
on  the  calculations  described  above,  in 
the  proposed  rule,  we  proposed  a 
packaging  threshold  for  CY  2009  of  $60. 
During  its  March  2008  meeting,  the  APC 
Panel  made  a  recommendation 
supporting  CMS’  current  methodology 
of  adjusting  the  threshold  dollar  amount 
for  packaging  drugs  and  biologicals  on 
the  basis  of  the  PPI  for  prescription 


drugs.  (For  a  more  detailed  discussion 
of  the  OPPS  drug  packaging  threshold 
and  the  use  of  the  PPI  for  prescription 
drugs,  we  refer  readers  to  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68085  through  68086).) 

For  the  fourth  year,  we  proposed  to 
continue  exempting  the  oral  and 
injectable  forms  of  5HT3  anti-emetics 
products  from  packaging,  thereby 
making  separate  payment  for  all  of  these 
products.  As  we  stated  in  the  CY  2005 
OPPS  final  rule  with  comment  period 
(69  FR  65779  through  65780),  it  is  our 
understanding  that  chemotherapy  is 
very  difficult  for  many  patients  to 
tolerate,  as  the  side  effects  are  often 
debilitating.  In  order  for  Medicare 
beneficiaries  to  achieve  the  maximum 
therapeutic  benefit  from  thermotherapy 
and  other  therapies  with  side  effects  of 
nausea  and  vomiting,  anti-emetic  use  is 
often  an  integral  part  of  the  treatment 
regiment.  In  the  proposed  rule,  we 
stated  our  belief  that  we  should 
continue  to  ensure  that  Medicare 
payment  rules  do  not  impede  a 
beneficiary’s  access  to  the  particular 
anti-emetic  that  is  most  effective  for  him 
or  her,  as  determined  by  the  beneficiary 
and  the  treating  physician. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  maintain 
the  packaging  threshold  at  $60  for  CY 
2009.  One  commenter  expressed 
concern  that  annual  increases  may  limit 
patient  access  to  drugs  in  the  HOPD 
setting. 

A  few  commenters  recommended  a 
variety  of  alternatives  for  CMS  to 
consider,  including:  (1)  Eliminating  the 
drug  packaging  threshold  and  provide 
separate  payment  for  all  drugs;  (2) 
permanently  establishing  the  packaging 
threshold  at  $60;  or  (3)  not  increasing 
the  drug  packaging  threshold  for  CY 
2009.  Some  commenters  believed  that 
eliminating  the  drug  packaging 
threshold  would  allow  for  parity  in  drug 
payment  between  the  HOPD  setting  and 
the  physician’s  office  setting  and, 
therefore,  would  provide  transparency 
for  beneficiaries  who  are  comparing  the 
costs  of  care  between  the  two  settings. 

In  addition,  these  commenters  claimed 
that  eliminating  the  drug  packaging 
threshold  would  increases  the  accuracy 
of  hospital  claims  by  providing  an 
incentive  to  hospitals  to  correctly  code 
for  all  drugs.  Several  commenters  noted 
that  the  current  packaging  threshold 
discourages  hospitals  from  using  less 
costly  packaged  drugs  because  these 
drugs  are  not  paid  separately  in  the 
HOPD  setting.  Other  comments  believed 
that  setting  a  permanent  drug  packaging 
threshold  would  eliminate  the  potential 
for  incremental  changes  in  the  threshold 
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that  could  adversely  affect  hospital 
payment. 

Response:  As  fully  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66757-66758), 
we  continue  to  believe  that  unpackaging 
payment  for  all  drugs,  biologicals,  and 
radiopharmaceuticals  is  inconsistent 
with  the  concept  of  a  prospective 
payment  system  and  that  such  a  change 
could  create  an  additional  reporting 
burden  for  hospitals.  The  OPPS  and  the 
MPFS  that  applies  to  physician’s  office 
services  are  fundamentally  different 
payment  systems  with  essential 
differences  in  their  payment  policies 
and  structure.  Specifically,  the  OPPS  is 
a  prospective  payment  system,  based  on 
the  concept  of  payment  for  groups  of 
services  that  share  clinical  and  resource 
characteristics.  Payment  is  made  under 
the  OPPS  according  to  prospectively 
established  payment  rates  that  are 
related  to  the  relative  costs  of  hospital 
resources  for  services.  The  MPFS  is  a  fee 
schedule  that  generally  provides 
payment  for  each  individual  component 
of  a  service.  Consistent  with  the  MPFS 
approach,  separate  payment  is  made  for 
each  drug  provided  in  the  physician’s 
office,  but  the  OPPS  packages  payment 
for  certain  drugs  into  the  associated 
procedure  payments  for  the  APC  group. 
Because  of  the  different  payment 
policies,  differences  in  the  degrees  of 
packaged  payment  and  separate 
payment  between  these  two  systems  are 
only  to  be  expected.  In  general,  we  do 
not  believe  that  our  packaging 
methodology  under  the  OPPS  results  in 
limited  beneficiary  access  to  drug 
administration  services  because 
packaging  is  a  fundamental  component 
of  a  prospective  payment  system  that 
accounts  for  the  cost  of  certain  items 
and  services  in  larger  payment  bundles, 
recognizing  that  some  clinical  cases  may 
be  more  costly  and  others  less  co.stly  but 
that,  on  average,  OPPS  payment  is 
appropriate  for  the  services  provided. 

We  note  that,  in  CYs  2005  and  2006, 
the  statutorily  mandated  drug  packaging 
threshold  was  set  at  $50,  and  we  believe 
that  it  is  currently  appropriate  to 
continue  a  modest  drug  packaging 
threshold  for  the  CY  2009  OPPS  for  the 
reasons  set  forth  below.  As  stated  in  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68086),  we 
believe  that  packaging  certain  items  is  a 
fundamental  component  of  a 
prospective  payment  system,  that 
packaging  these  items  does  not  lead  to 
beneficiary  access  issues  and  does  not 
create  a  problematic  site  of  service 
differential,  that  the  packaging 
threshold  is  reasonable  based  on  the 
initial  establishment  in  law  of  a  $50 
threshold  for  the  CY  2005  OPPS,  that 


updating  the  $50  threshold  is  consistent 
with  industry  and  government  practices, 
and  that  the  PPI  for  prescription 
preparations  is  an  appropriate 
mechanism  to  gauge  Part  B  drug 
inflation.  Therefore,  because  of  our 
continued  belief  that  packaging  ts  a 
fundamental  component  of  a 
prospective  payment  system  that 
contributes  to  important  flexibility  and 
efficiency  in  the  delivery  of  high  quality 
hospital  outpatient  services,  we  are  not 
adopting  the  commenters’ 
recommendations  to  pay  separately  for 
all  drugs,  biologicals,  and 
radiopharmaceuticals  for  CY  2009  or  to 
eliminate  or  to  freeze  the  packaging 
threshold  at  $60. 

For  purposes  of  this  final  rule  with 
comment  period,  we  again  followed  the 
CY  2007  methodology  for  CY  2009  and 
used  updated  fourth  quarter  moving 
average  PPI  levels  to  trend  the  $50 
threshold  forward  from  the  third  quarter 
of  CY  2005  to  the  third  quarter  of  CY 
2009  and  again  rounded  the  resulting 
dollar  amount  ($61.95)  to  the  nearest  $5 
increment,  which  continued  to  yield  a 
figure  of  $60.  In  performing  this 
calculation,  we  used  the  most  up-to-date 
forecasted,  quarterly  PPI  estimates  from 
CMS’  OACT. 

After  consideration  of  the  public 
comments  received,  we  are  accepting 
the  March  2008  APC  Panel 
recommendation  to  continue  to  use  our 
CY  2007  methodology  of  updating 
annually  the  OPPS  packaging  threshold 
for  drugs  and  biologicals  by  the  PPI  for 
prescription  drugs,  and  we  are  finalizing 
our  CY  2009  proposed  packaging 
threshold  of  $60,  without  modification, 
calculated  according  to  the  threshold 
update  methodology  that  we  began 
applying  in  CY  2007. 

Comment:  Several  commenters 
supported  the  proposal  to  continue  to 
exempt  the  oral  and  injectable  forms  of 
5HT3  anti-emetic  products  that  were 
listed  in  Table  23  of  the  proposed  rule 
(reprinted  as  Table  26  below)  from 
packaging,  thereby  making  separate 
payment  for  all  of  the  5HT3  anti-emetic 
products. 

In  addition,  several  commenters 
requested  that  CMS  apply  the  same 
principle  to  other  groups  of  drugs  in 
order  to  equalize  payment 
methodologies  across  drugs  in  the  same 
clinical  group.  One  commenter 
suggested  that  CMS  institute  a  similar 
policy  for  anticoagulant  therapies 
provided  in  the  HOPD.  This  commenter 
noted  that  there  are  several  drug 
treatments  for  deep  vein  thrombosis, 
and  that  one  drug  treatment  is  paid 
separately  while  others  are  packaged. 
The  commenter  was  concerned  that 
these  different  payment  methodologies 


provide  hospitals  an  incentive  to  use  the 
separately  paid  drugs,  although  the 
commenter  noted  that  treatments  are  not 
interchangeable  and  that  benefits  vary 
by  patient. 

Another  commenter  suggested  that 
CMS  expand  the  packaging  threshold 
exemption  to  antineoplastic  agents  and 
other  anticancer  therapeutic  agents.  The 
commenter  believed  that  anticancer 
agents,  as  a  class,  are  not  appropriate  for 
packaging  because  of  the  toxicity,  side 
effects,  interactions  with  other  drugs, 
and  level  of  patient  specificity 
associated  with  these  therapies. 
Therefore,  the  commenter  requested  that 
CMS  not  apply  the  drug  packaging 
threshold  for  anticancer  agents  and 
provide  separate  payment  for  all  of 
these  products  in  CY  2009. 

Response:  We  appreciate  the  support 
for  our  proposal  to  continue  exempting 
the  5HT3  anti-emetic  products  from  our 
packaging  determination.  We  note  that 
as  we  continue  to  explore  the  possibility 
of  additional  encounter-based  or 
episode-based  payment  in  future  years, 
and  as  we  first  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66757),  we  may  consider 
additional  options  for  packaging  drug 
payment  in  the  future.  We  also  note  that 
if  we  were  to  increase  the  OPPS  drug 
packaging  threshold,  we  might  no 
longer  need  to  make  a  special 
exemption  for  these  products  because 
all  of  the  products  might  be  packaged 
under  such  an  approach.  Similarly,  a 
higher  drug  packaging  threshold  could 
eliminate  existing  disparities  in 
payment  methodologies  for  other  drug 
groups  and  provide  similar  methods  of 
payment  across  items  in  a  group. 

Nevertheless,  while  we  may  be 
interested  in  alternative  threshold 
methodologies  for  future  ratesetting 
purposes,  we  realize  that  there  are 
existing  situations  where  drugs  in  a 
particular  category  vary  in  their 
payment  treatment  under  the  OPPS, 
with  some  drugs  packaged  and  other 
separately  paid.  We  believe  the 
challenges  associated  with  categorizing 
drugs  to  assess  them  for  difference  in 
their  OPPS  payment  methodologies  are 
significant,  and  we  are  not  convinced 
that  ensuring  the  same  payment 
treatment  for  all  drugs  in  other  drug 
categories  is  essential  at  this  time, 
beyond  the  proposal  we  made  for  5HT3 
antiemetics.  Therefor^,  we  do  not 
believe  that  it  would  be  appropriate  at 
this  time  to  take  any  additional  steps  to 
ensure  that  all  drugs  in  a  specific 
category,  including  anticoagulants  and 
antineoplastic  agents,  are  all  separately 
paid  (or,  alternatively,  are  all  packaged), 
as  requested  by  some  commenters. 
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After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  again  exempt  the  oral 
and  injectable  forms  of  5HT3  antiemetic 
products  listed  in  Table  26  below  firom 
our  drug  packaging  methodology  for  CY 
2009. 


Table  26— Anti-Emetics  Exempted 
From  CY  2009  OPPS  Drug  Pack¬ 
aging  Threshold 


CY2009 
HCPCS  code 

CY  2009  short  descriptor 

J1260  . 

Dolasetron  mesylate. 

J1626  . 

Granisetron  hcl  injection. 

J2405  . 

Ondansetron  hcl  injection. 

J2469  . 

Palonosetron  hcl. 

CX)166  . 

Granisetron  hcl  1  mg  oral. 

00179  . 

Ondansetron  hcl  8  mg  oral. 

00180  . 

Dolasetron  mesylate  oral. 

To  determine  their  CY  2009  packaging 
status  for  the  proposed  rule,  we 
calculated  the  per  day  cost  of  all  drugs, 
biologicals,  and  therapeutic 
radiopharmaceuticals  that  had  a  HCPCS 
code  in  CY  2007  and  were  paid  (via 
packaged  or  separate  payment)  under 
the  OPPS  using  claims  data  from 
January  1,  2007,  to  December  31,  2007. 
In  order  to  calculate  the  per  day  costs 
for  drugs,  biologicals,  and  therapeutic 
radiopharmaceuticals  to  determine  their 
packaging  status  in  CY  2009,  as  we 
proposed,  we  used  the  methodology  that 
was  described  in  detail  in  the  CY  2006 
OPPS  proposed  rule  (70  FR  42723 
through  42724)  and  finalized  in  the  CY 
2006  OPPS  final  rule  with  comment 
period  (70  FR  68636  through  70  FR 
68638). 

To  calculate  the  CY  2009  proposed 
rule  per  day  costs,  we  used  an  estimated 
payment  rate  for  each  drug  and 
biological  of  ASP+4  percent  (which  is 
the  payment  rate  we  proposed  for 
separately  payable  drugs  and  biologicals 
in  CY  2009,  as  discussed  in  more  detail 
in  section  V.B.3.b.  of  this  final  rule  with 
comment  period).  We  used  the 
manufacturer  submitted  ASP  data  fi'om 
the  fourth  quarter  of  CY  2007  (data  that 
were  used  for  payment  purposes  in  the 
physician’s  office  setting,  effective  April 
1,  2008)  to  determine  the  proposed  rule 
per  day  cost. 

As  is  our  standard  methodology,  for 
CY  2009,  we  proposed  to  use  payment 
rates  based  on  the  ASP  data  from  the 
fourth  quarter  of  CY  2007  for  budget 
neutrality  estimates,  packaging 
determinations,  impact  analyses,  and 
completion  of  Addenda  A  and  B  to  the 
proposed  rule  because  these  were  the 
most  recent  data  available  for  use  at  the 
time  of  development  of  the  proposed 
rule.  These  data  were  also  the  basis  for 


drug  payments  in  the  physician’s  office 
setting,  effective  April  1,  2008.  For 
items  that  did  not  have  an  ASP-based 
payment  rate,  we  used  their  mean  unit 
cost  derived  from  the  CY  2007  hospital 
claims  data  to  determine  their  proposed 
per  day-cost.  We  proposed  to  package 
items  with  a  per  day  cost  less  than  or 
equal  to  $60  and  proposed  to  identify 
items  with  a  per  day  cost  greater  than 
$60  as  separately  payable.  Consistent 
with  our  past  practice,  we  crosswalked 
historical  OPPS  claims  data  firom  the  CY 
2007  HCPCS  codes  that  were  reported  to 
the  CY  2008  HCPCS  codes  that  we 
displayed  in  Addendum  B  to  the 
proposed  rule  for  payment  in  CY  2009. 

Our  policy  during  previous  cycles  of 
the  OPPS  has  been  to  use  updated  ASP 
and  claims  data  to  make  final 
determinations  of  the  packaging  status 
of  drugs,  biologicals,  and 
radiopharmaceuticals  for  the  final  rule 
with  comment  period.  We  note  that  it  is 
also  our  policy  to  make  an  annual 
packaging  determination  only  when  we 
develop  the  OPPS/ASC  final  rule  for  the 
update  year.  As  indicated  in  the 
proposed  rule  (73  FR  41485),  only  items 
that  are  identified  as  separately  payable 
in  this  final  rule  with  comment  period 
are  subject  to  quarterly  updates.  For  our 
calculation  of  per  day  costs  of  drugs  and 
biologicals  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period,  as  we 
proposed,  we  used  ASP  data  ft'om  the 
first  quarter  of  CY  2008,  which  is  the 
basis  for  calculating  payment  rates  for 
drugs  and  biologicals  in  the  physician’s 
office  setting  using  the  ASP 
methodology,  effective  July  1,  2008, 
along  with  updated  hospital  claims  data 
from  CY  2007.  As  proposed,  we  note 
that  we  also  used  these  data  for  budget 
neutrality  estimates  and  impact  analyses 
for  this  CY  2009  OPPS/ASC  final  rule 
with  comment  period.  As  proposed, 
payment  rates  for  separately  payable 
drugs  and  biologicals  included  in 
Addenda  A  and  B  to  this  final  rule  with 
comment  period  are  based  on  ASP  data 
from  the  second  quarter  of  CY  2008, 
which  are  the  basis  for  calculating 
payment  rates  for  drugs  and  biologicals 
in  the  physician’s  office  setting  using 
the  ASP  methodology,  effective  October 
1,  2008.  Furthermore,  as  proposed,  these 
rates  will  be  updated  in  the  January 
2009  OPPS  update,  based  on  the  most 
recent  ASP  data  to  be  used  for 
physician’s  office  and  OPPS  payment  as 
of  January  1,  2009. 

We  note  that  we  proposed  to  use 
hospital  claims  data  to  establish  the 
packaging  status  of  therapeutic 
radiopharmaceuticals  in  our  CY  2009 
OPPS/ASC  proposed  rule.  As  discussed 
previously,  after  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule,  Public 


Law  110-275  was  enacted  and,  as  a 
result,  we  are  required  to  provide 
payment  for  therapeutic 
radiopharmaceuticals  at  charges 
adjusted  to  cost  for  CY  2009.  Therefore, 
we  are  not  using  hospital  claims  data  to 
determine  the  packaging  status  of 
therapeutic  radiopharmaceuticals  based 
on  their  per  day  costs.  Rather,  all 
therapeutic  radiopharmaceuticals  will 
be  paid  separately  in  CY  2009  at 
hospital  charges  adjusted  to  cost. 

Consequently,  the  packaging  status  for 
some  drugs  and  biologicals  in  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  using  the  updated  data 
is  different  from  the  same  drug’s 
packaging  status  determined  based  on 
the  data  used  for  the  proposed  rule. 
Under  such  circumstances,  as  we 
proposed,  we  are  applying  the  following 
policies  to  these  drugs  and  biologicals 
whose  relationship  to  the  $60  threshold 
changed  based  on. the  final  updated 
data: 

•  Drugs  and  biologicals  that  were 
paid  separately  in  CY  2008  and  that 
were  proposed  for  separate  payment  in 
CY  2009,  and  then  have  per  day  costs 
equal  to  or  less  than  $60,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  this  CY  2009  final  rule  with 
comment  period,  will  continue  to 
receive  separate  payment  in  CY  2009. 

•  Drugs  and  biologicals  that  were 
packaged  in  CY  2008  and  that  were 
proposed  for  separate  payment  in  CY 
2009,  and  then  have  per  day  costs  equal 
to  or  less  than  $60,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  this  CY  2009  final  rule  with 
comment  period,  will  remain  packaged 
in  CY  2009. 

•  Drugs  and  biologicals  for  which  we 
proposed  packaged  payment  in  CY  2009 
but  then  have  per  day  costs  greater  than 
$60,  based  on  the  updated  ASPs  and 
hospital  claims  data  used  for  this  CY 
2009  final  rule  with  comment  period, 
will  receive  separate  payment  in  CY 
2009. 

We  note  that  HCPCS  code  J8510 
(Busulfan;  oral,  2  mg)  was  paid 
separately  in  CY  2008  and  was  proposed 
for  separate  payment  in  CY  2009,  but 
had  a  final  per  day  cost  of 
approximately  $57,  which  is  less  than 
the  $60  threshold,  based  on  the  updated 
ASPs  and  hospital  claims  data  used  for 
this  CY  2009  final  rule  with  comment 
period.  HCPCS  code  J8510  will  continue 
to  receive  separate  payment  in  CY  2009 
according  to  the  established 
methodology  set  forth  above. 

In  addition,  there  were  several  drugs 
and  biologicals  that  we  proposed  to 
package  in  the  proposed  rule  and  that 
now  have  per  day  costs  greater  than  $60 
using  updated  ASPs  and  all  of  the 
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hospital  claims  data  from  CY  2007  used 
for  this  final  rule  with  comment  period. 
In  accordance  with  our  established 
policy  for  such  cases,  for  CY  2009  we 
will  pay  for  these  drugs  and  biologicals 
separately.  Table  27  lists  the  drugs  and 
biologicals  that  were  proposed  as 
packaged,  but  that  will  be  paid 
separately  in  CY  2009.  We  note  that  for 
CY  2009,  the  CMS  HCPCS  Workgroup 
has  established  two  new  codes  for  the 
products  that  were  previously  assigned 
to  HCPCS  code  J7341  (Dermal 
(substitute)  tissue  of  nonhuman  origin, 
with  or  without  other  bioengineered  or 
processed  elements,  with  metabolically 
active  elements,  per  square  centimeter) 
in  CY  2008.  HCPCS  code  J7341  was 
proposed  to  be  packaged  for  CY  2009 
but  updated  final  rule  data  indicate  a 
per  day  cost  of  over  the  $60  drug 
packaging  threshold.  As  is  our  standard 
methodology,  we  are  establishing 
separate  pavment  for  both  of  the  new 
CY  2009  HCPCS  codes,  Q4102  (Skin 
substitute.  Oasis  wound  matrix,  per 
square  centimeter)  and  Q4103  (Skin 
substitute.  Oasis  burn  matrix,  per  square 
centimeter),  as  their  predecessor  code 
would  have  been  separately  payable  in 
CY  2009. 

Table  27— Drugs  and  Biologicals 
Proposed  as  Packaged  but  With 
Final  Per  Day  Costs  Above  $60, 
FOR  Which  Separate  Payment 
Will  Be  Made  in  CY  2009 


CY  2009  1 

HCPCS  code 

CY  2009  short  descriptor 

J0630  .  1 

Calcitonin  salmon  injection. 

■J1212  .  1 

Dimethyl  sulfoxide  50%  50 

ML 

J2513  .  j 

Pentastarch  10%  solution. 

J2515  . 

Pentobarbital  sodium  inj. 

J2805  . 

Sincalide  injection. 

J2940  . 

Somatrem  injection. 

J2995  . 

Inj  streptokinase  /250000  lU. 

J3350  . 

Urea  injection. 

J3473  . 

Hyaluronidase  recombinant. 

Q4102  . 

Oasis  wound  matrix  skin  sub. 

Q4103  . 

!  Oasis  burn  matrix  skin  sub. 

J8650  . 

Nabilone  oral. 

J9270  . 

Plicamycin  (mithramycin)  inj. 

J9280  . 

Mitomycin  5  MG  inj. 

J9290  . 

Mitomycin  20  MG  inj. 

J9291  . 

Mitomycin  40  MG  inj. 

J9357  . 

Valrubicin  injection. 

c.  Payment  for  Diagnostic 
Radiopharmaceuticals  and  Contrast 
Agents 

As  established  in  the  CY  2008  final 
rule  with  comment  period  (72  FR  66766 
through  66768),  we  began  packaging 
payment  for  all  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  the  payment  for  the 
associated  procedure,  regardless  of  their 


per  day  costs.  Packaging  costs  into  a 
single  aggregate  payment  for  a  seirvice, 
encounter,  or  episode-of-care  is  a 
fundamental  principle  that 
distinguishes  a  prospective  payment 
system  from  a  fee  schedule.  In  general, 
packaging  the  costs  of  items  and 
services  into  the  payment  for  the 
primary  procedure  or  service  with 
which  they  are  associated  encourages 
hospital  efficiencies  and  also  enables 
hospitals  to  manage  their  resources  with 
maximum  flexibility.  Prior  to  CY  2008, 
we  noted  that  the  proportion  of  drugs, 
biologicals,  and  radiopharmaceuticals 
that  were  separately  paid  under  the 
OPPS  had  increased  in  recent  years,  a 
pattern  that  we  also  observed  for 
procedural  services  under  the  OPPS. 

Our  final  CY  2008  policy  that  packaged 
payment  for  all  nonpass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  regardless  of  their  per 
day  costs,  contributed  significantly  to 
expanding  the  size  of  the  OPPS  payment 
bundles  and  is  consistent  with  the 
principles  of  a  prospective  payment 
system. 

During  the  March  2008  meeting  of  the 
APC  Panel,  the  APC  Panel 
recommended  that  CMS  continue  to 
package  payment  for  diagnostic 
radiopharmaceuticals  for  CY  2009  and 
present  data  at  the  first  CY  2009  meeting 
on  the  usage  and  frequency,  geographic 
distribution,  and  size  and  type  of 
hospitals  performing  studies  using 
radioisotopes  in  order  to  ensure  that 
access  is  preserved  for  Medicare 
beneficiaries.  We  discuss  our  response 
to  these  APC  Panel  recommendations 
along  with  public  comments  we 
received  in  response  to  our  proposed 
rule  below. 

Comment:  Several  commenters 
disagreed  with  the  proposal  to 
distinguish  between  diagnostic  and 
therapeutic  radiopharmaceuticals  for 
payment  purposes  under  the  OPPS. 
Some  of  these  commenters  noted  that 
CMS’  identification  of  HCPCS  codes 
A9542  (Indium  In-lll  ibritumomab 
ituxetan,  diagnostic,  per  study  dose,  up 
to  5  millicuries)  and  A9544  (Iodine  I- 
131  tositumomab,  diagnostic,  per  study 
dose)  as  diagnostic 

radiopharmaceuticals  was  inappropriate 
because  these  radiopharmaceuticals 
function  as  dosimetric 
radiopharmaceuticals,  and  they  have 
higher  than  average  costs  associated 
with  their  acquisition  and  significant 
compounding  costs  as  compared  to 
other  nuclear  medicine  imaging  agents. 
A  few  commenters  explained  that  these 
are  radiopharmaceutical  products  that 
are  used  as  part  of  a  therapeutic  regimen 
and,  therefore,  should  be  considered 
therapeutic  for  OPPS  payment  purposes. 


Several  commenters  disagreed  with 
CMS’  statement  that 
radiopharmaceuticals  are  either 
diagnostic  or  therapeutic,  and  that  they 
are  mutually  exclusive.  These 
commenters  noted  that  some  products 
serve  as  “theranostics”  and  can  be  used 
both  as  a  diagnostic  and  a  therapeutic 
radiopharmaceutical. 

Response:  As  discussed  above,  for  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  and  the  CY  2009 
OPPS/ASC  proposed  rule,  we  classified 
each  radiopharmaceutical  into  one  of 
two  groups  according  to  whether  its 
long  descriptor  contained  the  term 
“diagnostic”  or  “therapeutic.”  HCPCS 
codes  A9542  and  A9544  both  contain 
the  term  “diagnostic”  in  their  long  code 
descriptors.  Therefore,  according  to  this 
methodology,  we  continue  to  classify 
them  as  diagnostic  for  the  purposes  of 
OPPS  payment.  While  we  understand 
that  these  items  are  provided  ih 
conjunction  with  additional  supplies, 
imaging  tests,  and  therapeutic 
radiopharmaceuticals  for  patients 
already  diagnosed  with  cancer,  we 
continue  to  believe  that  the  purpose  of 
administering  the  products  described  by 
HCPCS  codes  A9542  and  A9544  is 
diagnostic  in  nature.  As  we  first  stated 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66641),  we 
continue  to  believe  that  HCPCS  codes 
A9542  and  A9544  are  diagnostic 
radiopharmaceuticals.  While  they  are  ' 
not  used  to  diagnose  disease,  they  are 
used  to  determine  whether  future 
therapeutic  services  would  be  beneficial 
to  the  patient  and  to  determine  how  to 
proceed  with  therapy.  While  a  group  of 
associated  services  may  be  considered  a 
therapeutic  regimen  by  some 
commenters,  HCPCS  codes  A9542  and 
A9544  are  provided  in  conjunction  with 
a  series  of  nuclear  medicine  imaging 
scans.  Many  nuclear  medicine  studies 
using  diagnostic  radiopharmaceuticals 
are  provided  to  patients  who  already 
have  an  established  diagnosis.  We  do 
not  consider  HCPCS  codes  A9542  and 
A9544  to  be  therapeutic  because  these 
items  are  provided  for  the  purpose  of  a 
diagnostic  imaging  procedure,  and  are 
used  to  identify  the  proper  dose  of  the 
therapeutic  agent  to  be  provided  at  a 
later  time. 

Commenters  who  indicated  that 
“theranostic”  products  can  be  used  as 
either  diagnostic  or  therapeutic 
radiopharmaceuticals  failed  to  provide 
specific  product  names  or  HCPCS  codes 
for  these  products.  We  have  been  unable 
to  identify  any  of  the  products  that  the 
commenters  were  referring  to.  and  we 
note  that  all  radiopharmaceuticals  with 
HCPCS  codes  currently  have  either 
“diagnostic”  or  “therapeutic”  in  their 
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long  code  descriptors.  VVe  are  aware 
that,  in  some  cases,  a  patient  may 
receive  a  therapeutic 
radiopharmaceutical  for  treatment  of 
disease  and  the  patient  may  not  then 
require  further  administration  of  a 
diagnostic  radiopharmaceutical  for  a 
nuclear  medicine  study  because  the 
patient's  body  already  contains 
sufficient  radioactivity.  However,  in  this 
case,  we  would  consider  the  original 
radiopharmaceutical  to  be  a  therapeutic 
radiopharmaceutical  because  it  was 
administered  to  treat  the  patient’s 
disease  and  not  mainly  for  purposes  of 
the  nuclear  medicine  study. 

Comment:  Several  commenters 
objected  to  CMS’  proposal  to  package 
payment  for  all  diagnostic 
radiopharmaceuticals  and  contrast 
agents  in  CY  2009.  A  number  of 
commenters  stated  that  diagnostic 
radiopharmaceuticals  and  contrast 
agents  with  per  day  costs  over  the 
proposed  OPPS  drug  packaging 
threshold  are  defined  as  specified 
covered  outpatient  drugs  (SCODs)  and, 
therefore,  should  be  assigned  separate 
APC  payments.  In  particular,  the 
commenters  questioned  CMS’  authority 
to  classify  groups  of  drugs,  such  as 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  and  implement 
packaging  and  payment  policies  that  do 
not  reflect  their  status  as  SCODs.  In 
addition,  the  commenters  objected  to 
the  proposal  to  package  payment  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents  because,  as  SCODs.  the 
commenters  believed  these  products 
were  required  by  statute  to  be  paid  at 
average  acquisition  cost.  The 
commenters  explained  that,  when 
several  different  diagnostic 
radiopharmaceuticals  or  contrast  agents 
may  be  used  for  a  particular  procedure, 
the  costs  of  those  diagnostic 
radiopharmaceuticals  or  contrast  agents 
are  averaged  together  and  added  to  the 
cost  for  the  procedure  in  order  to 
determine  the  payment  rate  for  the 
associated  procedural  APC.  Therefore, 
the  commenters  argued  that  the  amount 
added  to  the  procedure  cost  through 
packaging,  representing  the  cost  of  the 
diagnostic  radiopharmaceutical  or 
contrast  agent,  did  not  reflect  the 
average  acquisition  cost  of  any  one 
particular  item  but,  rather,  reflected  the 
average  cost  of  whatever  items  may  have 
been  used  with  that  particular 
procedure. 

Response:  As  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66767)  and  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41486),  we  believe  diagnostic* 
radiopharmaceuticals  and  contrast 
agents  are  different  from  other  SCODs 


for  several  reasons.  We  note  that  the 
statutorily  required  OPPS  drug 
packaging  threshold  has  expired,  and 
we  continue  to  believe  that  diagnostic 
radiopharmaceuticals  and  contrast 
agents  function  effectively  as  supplies 
that  enable  the  provision  of  an 
independent  service,  rather  than  serving 
themselves  as  the  therapeutic  modality. 
We  packaged  their  payment  in  CY  2008 
as  ancillary  and  suppdrtive  services  in 
order  to  provide  incentives  for  greater 
efficiency  and  to  provide  hospitals  with 
additional  flexibility  in  managing  their 
resources.  We  note  that  we  currently 
classify'  different  groups  of  drugs  for 
specific  payment  purposes,  as 
evidenced  by  our  policy  regarding  the 
oral  and  injectable  forms  of  the  5HT3 
anti-emetics  and  our  drug  packaging 
threshold. 

Although  our  final  CY  2008  policy 
that  we  are  continuing  for  CY  2009,  as 
discussed  below,  packages  payment  for 
all  diagnostic  radiopharmaceuticals  and 
contrast  agents  into  the  payment  for 
their  associated  procedures,  we  will 
continue  to  provide  payment  for  these 
items  in  CY  2009  based  on  a  proxy  for 
average  acquisition  cost.  We  believe  that 
the  line-item  estimated  cost  for  a 
diagnostic  radiopharmaceutical  or 
contrast  agent  in  our  claims  data  is  a 
reasonable  approximation  of  average 
acquisition  and  preparation  and 
handling  costs  for  diagnostic 
radiopharmaceuticals  or  contrast  agents, 
respectively,  because,  as  we  discussed 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66766),  we 
believe  that  hospitals  have  adapted  to 
the  CY  2006  coding  changes  for 
radiopharmaceuticals  and  responded  to 
our  instructions  to  include  charges  for 
radiopharmaceutical  handling  in  their 
charges  for  the  radiopharmaceutical 
products.  Further,  because  the  standard 
OPPS  packaging  methodology  packages 
the  total  estimated  cost  for  each 
radiopharmaceutical  or  contrast  agent 
on  each  claim  (including  the  full  range 
of  costs  observed  on  the  claims)  with 
the  cost  of  associated  procedures  for 
ratesetting,  this  packaging  approach  is 
consistent  with  considering  the  average 
cost  for  radiopharmaceuticals  or 
contrast  agents,  rather  than  the  median 
cost. 

We  further  note  that  these  drugs, 
biologicals,  or  radiopharmaceuticals  for 
which  we  have  not  established  a 
separate  APC  and,  therefore,  for  which 
payment  would  be  packaged  rather  than 
separately  provided  under  the  OPPS, 
could  be  considered  to  not  be  SCODs. 
Similarly,  drugs  and  biologicals  with 
mean  per  day  costs  of  less  than  S60  that 
are  packaged  and  for  which  a  separate 
APC  has  not  been  established  also 


would  not  be  SCODs.  This  reading  is 
consistent  with  our  final  payment 
policy  whereby  we  package  payment  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents  and  provide  payment  for 
these  products  through  payment  for 
their  associated  procedures. 

Comment:  Several  commenters 
recommended  various  methodologies 
for  CMS  to  consider  in  the  development 
of  alternate  payment  mechanisms  for 
identifying  associated  costs  and 
providing  separate  payment  for 
diagnostic  radiopharmaceuticals.  Some 
commenters  supported  the  ASP 
methodology  for  payment  of  nonpass¬ 
through  diagnostic 

radiopharmaceuticals  and  noted  that  it 
would  be  inconsistent  for  CMS  to  allow 
payment  for  diagnostic 
radiopharmaceuticals  that  have  pass¬ 
through  status  based  on  the  ASP 
methodology,  and  then,  after  the 
diagnostic  radiopharmaceutical’s  pass¬ 
through  payment  status  has  expired, 
package  the  costs  present  on  hospital 
claims  data.  The  commenters  believed 
that  the  ASP  methodology  would  be 
more  reflective  of  actual  diagnostic 
radiopharmaceutical  costs  and  would 
not  be  subject  to  the  billing 
inconsistencies  that  are  present  in 
hospital  claims  data.  Therefore,  the 
commenters  concluded  that  it  would  be 
illogical  to  transition  from  an  accurate 
methodology  to  estimate  hospital  costs 
(such  as  the  ASP  methodology)  to  a  less 
accurate  methodology  (based  on 
hospital  claims  data)  once  a  product  is 
no  longer  eligible  for  pass-through 
payment. 

Some  commenters  were  not 
supportive  of  the  ASP  methodology 
because  they  indicated  that  some 
manufacturers  would  be  unable  to 
report  patient-specific  doses  based  on 
the  HCPCS  code  descriptor.  The 
commenters  recommended  that  CMS 
establish  a  methodology  that  is  similar 
to  the  ASP  methodology  but  that  uses 
alternative  data  sources  (such  as  nuclear 
pharmacies)  that  could  be  used  to 
calculate  an  ASP-like  figure  for  all 
radiopharmaceuticals. 

Other  commenters  suggested  that 
CMS  establish  diagnostic 
radiopharmaceutical  and  nuclear 
medicine  procedure  composite  APCs 
that  group  specific  diagnostic 
radiopharmaceuticals  with  specific 
nuclear  medicine  procedures.  The 
commenters  stated  that  diagnostic 
radiopharmaceuticals  are  not 
interchangeable  and  carry  high  costs 
because  hospitals  have  little  or  no 
flexibility  in  determining  the  diagnostic 
radiopharmaceutical  that  they  must 
purchase  because  of  product  specificity 
and  patient  needs,  and  therefore  have 
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little  ability  to  achieve  efficiency.  The 
commenters  believed  that  payment 
based  on  individualized  combinations 
of  these  items  and  services  would 
provide  more  accurate  payment  for  the 
diagnostic  radiopharmaceutical 
component  of  the  service,  and  would 
decrease  the  payment  variation  (both 
overpayment  and  underpayment)  for 
nuclear  medicine  procedures  performed 
by  hospitals  that  occurs  under  the 
current  packaging  methodology. 

Several  commenters  expressed  an 
interest  in  the  establishment  of  a 
composite  APC  for  CPT  codes  78802 
(Radiopharmaceutical  localization  of 
tumor  or  distribution  of 
radiopharmaceutical  agent(s):  whole 
body,  single  day  imaging)  or  78804 
(Radiopharmaceutical  localization  of 
tumor  or  distribution  of 
radiopharmaceutical  agent(s):  whole 
body,  requiring  two  or  more  days 
imaging)  when  billed  with  either 
HCPCS  code  A9542  (Indium  In-111 
ibritumomab  ituxetan,  diagnostic,  per 
study  dose,  up  to  5  millicuries)  or 
A9544  (Iodine  1-131  tositumomab, 
diagnostic,  per  study  dose). 

Response:  We  again  note  that  there 
are  currently  no  radiopharmaceuticals 
with  pass-through  status,  nor  do  we 
have  any  pass-through  applications  for 
radiopharmaceuticals  under  review  at 
the  time  of  this  final  rule  with  comment 
period.  While  we  understand  that  the 
commenters’  request  for  the  continued 
use  of  ASP  data  for  purposes  of 
packaging  costs  after  a  diagnostic 
radiopharmaceutical’s  pass-through 
payment  period  has  ended,  based  on 
their  belief  that  ASP  data  are  more 
accurate  than  hospital  claims  data,  we 
fully  expect  that  hospitals  have  the 
ability  to  identify  and  set  charges  for 
any  new  diagnostic  radiopharmaceutical 
product  accurately  during  its  2  to  3  year 
pass-through  time  period  while  the 
product  has  the  potential  of  being  paid 
based  on  ASP.  Packaging  hospital  costs 
based  on  hospital  claims  data  is  how  all 
the  costs  of  all  packaged  items  are 
factored  into  payment  rates  for 
associated  procedures  under  the  OPPS. 
We  believe  that  the  costs  reported  on 
claims,  as  determined  by  hospitals,  are 
the  most  appropriate  representation  of , 
the  costs  of  diagnostic 
radiopharmaceuticals  that  should  be 
packaged  into  payment  for  the 
associated  nuclear  medicine  procedures. 

We  further  note  that  some 
commenters  continued  to  report  that  not 
all  manufacturers  would  be  able  to 
submit  ASP  data  through  the 
established  ASP  reporting  methodology. 
Therefore,  if  we  were  to  use  ASP  data 
to  package  the  costs  of  some  diagnostic 
radiopharmaceuticals,  but  use  hospital 


claims  data  for  others,  our 
methodologies  for  packaging  the  costs  of 
diagnostic  radiopharmaceuticals  into 
their  associated  nuclear  medicine 
procedures  would  be  inconsistent 
among  nuclear  medicine  procedures. 
The  foundation  of  a  system  of  relative 
weights  is  the  relativity  of  the  costs  of 
all  services  to  one  another,  as  derived 
from  a  standardized  system  that  uses 
standardized  inputs  and  a  consistent 
methodology.  Adoption  of  a  ratesetting 
methodology  for  certain  APCs 
containing  nuclear  medicine  procedures 
that  is  different  from  the  standard  APC 
ratesetting  methodology  would 
undermine  this  relativity.  For  this 
reason,  we  believe  it  would  not  be 
appropriate  to  use  external  pricing 
information  in  place  of  the  costs  derived 
from  the  claims  and  Medicare  cost 
report  data  because  we  believe  that  to 
do  so  would  distort  the  relativity  that  is 
so  fundamental  to  the  integrity  of  the 
OPPS. 

We  recognize  that 

radiopharmaceuticals  are  specialized 
products  that  have  unique  costs 
associated  with  them.  However,  we 
believe  that  the  costs  are  reflected  in  the 
charges  that  hospitals  set  for  them  and 
in  the  Medicare  cost  report  where  the 
full  costs' and  charges  associated  with 
the  services  are  reported.  Therefore,  the 
packaged  costs  of  diagnostic 
radiopharmaceuticals  are  calculated  like 
any  other  OPPS  costs  and  packaged  into 
the  cost  of  the  nuclear  medicine  service 
to  which  they  are  ancillary  and 
supportive.  This  methodology  is  the 
basis  for  the  payment  of  nuclear 
medicine  procedures  in  the  same  way 
that  other  packaged  costs  contribute  to 
the  payment  rates  for  the  services  to 
which  they  are  an  integral  part. 

We  do  not  agree  with  the  commenters 
that  it  would  be  appropriate  to  create 
composite  APCs  for  combinations  of 
certain  diagnostic  radiopharmaceuticals 
and  nuclear  medicine  procedures.  We 
discuss  our  response  to  these  public 
comments  in  detail  in  section 
II.A.2.d.(5)  of  this  final  rule  with 
comment  period. 

Comment:  Some  commenters  believed 
that  packaging  diagnostic 
radiopharmaceuticals  would  undermine 
the  clinical  and  resource  homogeneity 
of  the  nuclear  medicine  APCs, 
especially  the  cardiac  imaging  APCs, 
resulting  in  2  times  violations. 

Response:  We  agree  that  packaging 
the  costs  of  ancillary  and  supportive 
services  into  the  median  cost  of  an 
independent  service  can  change  the 
median  cost  for  that  service  and  could 
result  in  2  times  violations.  However, 
we  disagree  that  we  should  refrain  from 
packaging  payment  for  ancillary  and 


supportive  items  into  the  payment  for 
the  service  in  which  they  are  used  in 
order  to  prevent  the  occurrence  of  2 
times  violations.  Instead,  we  believe 
that  we  should  reconfigure  APCs  when 
necessary  to  resolve  2  times  violations 
where  they  occur.  Because  we  have 
traditionally  paid  for  a  service  package 
under  the  OPPS  as  represented  by  a 
HCPCS  code  for  the  major  procedure 
that  is  assigned  to  an  APC  group  for 
payment,  we  assess  the  applicability  of 
the  2  times  rule  to  services  at  the 
HCPCS  code  level,  not  at  a  more  specific 
level  based  on  the  individual  diagnostic 
radiopharmaceuticals  that  may  be 
utilized  in  a  service  reported  with  a 
single  HCPCS  code.  If  the  use  of  a  very 
expensive  diagnostic 
radiopharmaceutical  in  a  clinical 
scenario  causes  a  specific  procedure  to 
be  much  more  expensive  for  the 
hospital  than  the  APC  payment,  we 
consider  such  a  case  to  be  the  natural 
consequence  of  a  prospective  payment 
system  that  anticipates  that  some  cases 
will  be  more  costly  and  others  less 
costly  than  the  procedure  payment.  In 
addition,  very  high  cost  cases  could  be 
eligible  for  outlier  payment.  As  we  note 
elsewhere  in  this  final  rule  with 
comment  period,  decisions  about 
packaging  and  bundling  payment 
involve  a  balance  between  ensuring 
some  separate  payment  for  individual 
services  and  establishing  incentives  for 
efficiency  through  larger  units  of 
payment.  In  the  case  of  diagnostic 
radiopharmaceuticals,  these  products 
are  part  of  the  OPPS  payment  package 
for  the  procedures  in  which  they  are 
used. 

Comment:  A  few  commenters 
requested  that  CMS  specify  the 
methodology  used  to  package  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  their  associated  procedures. 
Some  of  these  commenters  also 
requested  that  CMS  release  data  that 
indicate  that  there  is  a  direct 
relationship  between  the  cost  of 
diagnostic  radiopharmaceuticals  or 
contrast  agents  and  the  resulting 
increase  in  the  associated  procedural 
APC  payment  rate.  Other  commenters 
expressed  disappointment  that  CMS 
was  not  proposing  any  additional 
payment  for  compounding  and  handling 
costs  for  diagnostic 

radiopharmaceuticals.  The  commenters 
pointed-out  that  compounding  costs  , 
were  especially  high  for  products 
described  bv  HCPCS  codes  A9542  and 
A9544. 

Response:  To  set  the  payment  for 
nuclear  medicine  procedures  that 
require  a  radiolabeled  product  (usually 
a  diagnostic  radiopharmaceutical),  we 
selected  claims  that  contained  a 
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radiolabeled  product  and  used  these 
selected  claims  (rather  than  all  claims 
for  these  procedures)  to  set  the  median 
costs  for  nuclear  medicine  procedures 
so  that  we  could  ensure  that  the  costs 
of  the  radiopharmaceutical  were 
packaged  into  the  median  cost  for  the 
procedure.  This  methodology  is 
discussed  in  detail  in  section  II.A.2.d.(5) 
of  this  final  rule  with  comment  period. 
As  we  indicated  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66639),  beginning  on  January  1, 

2008,  we  implemented  claims 
processing  edits  for  procedures  that  we 
believe  require  a  radiolabeled  product, 
and  we  return  to  the  provider  to  correct 
claims  for  nuclear  medicine  procedure 
that  do  not  include  a  radiolabeled 
product.  Therefore,  for  the  CY  2010 
OPPS  our  claims  data  should  include  a 
radiolabeled  product  on  all  of  the 
nuclear  medicine  procedure  claims.  As 
discussed  below,  we  have  not 
implemented  claims  processing  edits 
that  require  the  inclusion  of  contrast 
agent  HCPCS  codes  on  claims  for 
studies  provided  with  contrast  but  we 
are  interested  in  public  comment  on  this 
topic. 

According  to  our  usual  OPPS 
methodology,  we  package  the  costs  of 
packaged  items  and  services  into  the 
costs  of  the  associated  procedures  on 
single  and  “pseudo”  claims  for  those 
procedures.  In  the  case  of  packaged 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  in  most  cases  packaging 
would  be  into  the  costs  of  associated 
nuclear  medicine  procedures  and 
radiological  studies  performed  with 
contrast,  respectively.  With  respect  to 
the  request  for  data  for  these  services, 
we  make  available  a  considerable 
amount  of  data  for  public  analysis  each 
year  and,  while  we  are  not  developing 
and  providing  the  detailed  information 
that  commenters  requested,  we  provide 
the  public  use  files  of  claims  and  a 
detailed  narrative  description  of  our 
data  process  that  the  public  can  use  to 
perform  any  desired  analyses.  In 
addition,  we  believe  that  the 
commenters  must  examine  the  data 
themselves  when  developing  their 
comments  on  the  OPPS/ASC  proposed 
rules.  We  note  that  several  commenters 
submitted  detailed  analyses  of  claims 
for  packaged  services  of  particular 
interest  to  them  w^hich  we  believe 
demonstrates  that  commenters  are 
clearly  able  to  perform  meaningful 
analyses  using  the  public  claims  data 
that  we  routinely  make  available. 

With  respect  to  the  issue  of  payment 
for  compounding  and  handling  of 
radiopharmaceutical  and  contrast 
agents,  in  particular  the  products 
described  by  HCPCS  codes  A9542  and 


A9544,  we  believe  that  the  costs  derived 
from  the  application  of  the  most  specific 
CCR  to  the  charges  for  these  products 
produce  an  estimated  cost  that  includes 
the  costs  of  compounding  and  handling 
of  the  products.  We  have  instructed 
hospitals  to  include  the  charge  for 
radiopharmaceutical  handling  and 
compounding  in  their  charge  for  the 
radiopharmaceutical  in  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68096),  and  hospitals 
have  told  us  that  they  do  so.  Moreover, 
the  costs  reported  in  the  cost  report  are 
for  both  the  acquisition  costs  for  the 
products  and  the  costs  of  compounding 
and  handling  for  both  inexpensive  and 
expensive  products.  Therefore,  we 
believe  that  the  estimated  cost  derived 
by  the  application  of  the  CCR  to  the 
charge  for  the  product  results  in  an 
estimated  cost  that  includes  both  the 
product  acquisition  cost  and  the 
compounding  and  handling  costs  of  the 
product  and  that  this  is  true  regardless 
of  the  cost  of  the  product. 

Comment:  Some  commenters 
expressed  frustration  with  the  I/OCE 
claims  processing  edits  implemented  in 
CY  2008  for  nuclear  medicine 
procedures  that  require  a  radiolabeled 
product  in  order  for  the  claim  to  process 
to  payment.  The  commenters  reported 
that  it  has  been  administratively 
burdensome  for  hospitals  to  cope  wdth 
these  edits  and  conform  claims  to  these 
requirements,  and  they  noted  that 
patient  access  to  nuclear  medicine 
procedures  has  been  adversely  affected. 

Specifically,  some  commenters 
observed  that  there  are  situations  that 
occur  in  the  hospital  outpatient  setting 
that  are  not  accounted  for  in  these  edits. 
For  example,  hospitals  sometimes 
provide  a  nuclear  medicine  imaging 
service  to  a  beneficiary  who  has  been 
given  a  radiopharmaceutical  in  another 
location,  such  as  in  a  physician’s  office. 
The  commenters  explained  that,  at  this 
time,  there  is  no  way  for  these 
outpatient  nuclear  medicine  procedure 
claims  to  process  to  payment.  The 
commenters  requested  that  CMS  create 
a  modifier  or  Level  II  HCPCS  code  so 
that  hospitals  could  indicate  that  special 
circumstances  applied,  and  that  a 
radiolabeled  product  was  not  provided 
in  the  HOPD  setting,  thereby  allowing 
payment  for  the  nuclear  medicine 
service. 

Other  commenters  requested  that 
CMS  implement  I/OCE  edits  for  contrast 
agents  and  imaging  studies  provided 
with  contrast,  similar  to  the  nuclear 
medicine  procedure-to-radiolabeled 
product  edits.  The  commenters  believed 
that  requiring  hospitals  to  specifically 
report  a  contrast  agent  HCPCS  code 
w'hen  performing  an  imaging  study  wdth 


contrast  would  result  in  more  accurate 
claims  data  that  fully  reflected  the  costs 
of  contrast  agents. 

Finally,  some  commenters  requested 
that  CMS  only  use  claims  with 
diagnostic  radiopharmaceuticals,  or 
contrast  agents,  when  calculating 
payment  rates  for  the  associated  nuclear 
medicine  procedures  or  imaging 
procedures,  respectively. 

Response:  In  order  to  ensure  that  we 
capture  appropriate  diagnostic 
radiopharmaceutical  costs  for  future 
ratesetting  purposes  once  we  began 
packaging  payment  for  all  of  these 
products  in  CY  2008,  we  implemented 
nuclear  medicine  procedure-to- 
radiolabeled  product  claims  processing 
edits  in  the  I/OCE,  effective  January 
2008,  that  required  a  diagnostic 
radiopharmaceutical  to  be  present  on 
the  same  claim  as  a  nuclear  medicine 
procedure  for  payment  under  the  OPPS 
to  be  made.  These  edits  ensure  that 
hospitals  submit  correctly  coded  claims 
that  report  the  HCPCS  codes  for  the 
products  and  their  charges  that  are 
necessary  for  performance  of  nuclear 
medicine  procedures.  We  understand 
that  the  implementation  of  I/OCE  claims 
processing  edits  may  be  challenging  for 
a  short  period  of  time  while  hospitals 
become  familiar  with  them,  and  while 
the  edits  are  revised  based  on 
stakeholder  feedback.  However,  we  note 
that  we  implemented  nuclear  medicine 
procedure-to-radiolabeled  product  edits 
at  the  request  of  stakeholders  based  on 
concerns  that  hospitals  were  not  always 
including  a  diagnostic 
radiopharmaceutical  and  its  charge  on 
the  claim  when  a  nuclear  medicine 
procedure  was  provided.  Stakeholders 
voiced  complaints  that  these  omissions 
led  to  inaccurate  claims  data  for 
diagnostic  radiopharmaceuticals  and, 
once  the  OPPS  began  packaging 
payment  for  all  diagnostic 
radiopharmaceuticals  in  CY  2008,  there 
was  inadequate  payment  for  nuclear 
medicine  procedures.  We  believe  that 
the  majority  of  hospitals  are  now  able  to 
submit  claims  that  are  able  to  pass  these 
I/OCE  edits,  and  that  we  have  made  the 
adjustments  required  to  maintain  the 
integrity  of  the  edits  while  working  with 
hospitals  on  special  exceptions  when  a 
diagnostic  radiopharmaceutical  may  not 
be  provided  with  a  nuclear  medicine 
study.  We  discuss  the  nuclear  medicine 
procedure-to-radiolabeled  product  edits 
and  the  evolution  of  our  edit  policy  in 
greater  detail  in  section  II.A.2.d.(5)  of 
this  final  rule  with  comment  period.  We 
implemented  these  edits  because  we 
believe  that  it  is  important  to  make  sure 
that,  when  hospitals  provide  a  packaged 
diagnostic  radiopharmaceutical,  the 
costs  associated  with  the  diagnostic 
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radiopharmaceutical  are  appropriately 
included  on  the  same  claim  as  the 
corresponding  procedure  to  ensure  that 
future  ratesetting  includes  both  the 
diagnostic  radiopharmaceutical  and  the 
associated  nuclear  medicine  procedure. 
These  edits  are  especially  important  as 
payment  for  all  diagnostic 
radiopharmaceuticals  are  packaged  into 
the  payment  for  the  associated  nuclear 
medicine  procedure.  The  edits  help 
ensure  that  hospitals  are  paid 
appropriately  for  diagnostic 
radiopharmaceutical  costs,  thus  helping 
to  maintain  adequate  patient  access  tU 
nuclear  medicine  procedures. 

We  understand  that  some  commenters 
believe  that  contrast  agents  may  benefit 
from  a  similar  set  of  I/OCE  edits,  and  we 
are  specifically  requesting  public 
comments  on  this  topic  in  the  final  rule 
with  comment  period.  Given  that  many 
contrast  agents  are  low  cost  products 
with  limited  pharmacy  handling  costs 
and  that  advanced  imaging  studies  are 
very  common  HOPD  services,  we  are 
concerned  that  requiring  the  reporting 
of  a  contrast  agent  HCPCS  code  on  every 
claim  for  an  imaging  study  that  specifies 
“with  contrast”  in  its  code  descriptor 
could  be  quite  administratively 
burdensome  for  hospitals.  We  are 
interested  in  the  public’s  opinions  on 
whether  the  potential  benefits  in 
capturing  contrast  agent  costs  that  could 
occur  as  a  result  of  a  requirement  for 
specific  reporting  of  contrast  agents  on 
claims  accompanied  by  claims 
processing  edits  to  return  incorrectly 
coded  claims  to  hospitals  for  correction 
would  outweigh  the  potential  hospital 
burden  of  reporting  these  products  and 
adjusting  to  a  new  set  of  claims 
processing  edits. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  to  package 
payment  for  all  nonpass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  regardless  of  their  per 
day  costs.  In  doing  so,  we  are  accepting 
the  APC  Panel’s  recommendation  to 
package  payment  for  diagnostic 
radiopharmaceuticals  for  CY  2009. 

Given  the  inherent  function  of  contrast 
agents  and  diagnostic 
radiopharmaceuticals  as  ancillary  and 
supportive  to  the  performance  of  an 
independent  procedure,  we  continue  to 
view  the  packaging  of  payment  for 
contrast  agents  and  diagnostic 
radiopharmaceuticals  as  a  logical 
expansion  of  packaging  for  SCODs.  In 
addition,  as  we  initially  established  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  60768),  we  are 
finalizing  our  proposal  to  continue  to 
identify  diagnostic 


radiopharmaceuticals  specifically  as 
those  Level  II  HCPCS  codes  that  include 
the  term  “diagnostic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors,  and  therapeutic 
radiopharmaceuticals  as  those  Level  II 
HCPCS  codes  that  include  the  term 
“therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors. 

During  its  March  2008  meeting,  the 
APC  Panel  also  recommended  that  CMS 
present  data  at  the  first  CY  2009  APC 
Panel  meeting  on  usage  and  frequency, 
geographic  distribution,  and  size  and 
type  of  hospitals  performing  nuclear 
medicine  studies  using  radioisotopes  in 
order  to  ensure  that  access  is  preserved 
for  Medicare  beneficiaries.  We  are 
accepting  this  recommendation  and  will 
present  information  to  the  APC  Panel  at 
its  first  CY  2009  meeting  when  initial 
claims  data  from  CY  2008  will  be 
available. 

For  more  information  on  how  we  set 
CY  2009  payment  rates  for  nuclear 
medicine  procedures  in  which 
diagnostic  radiopharmaceuticals  are 
used  and  echocardiography  services 
provided  with  and  without  contrast 
agents,  we  refer  readers  to  sections 
II.A.2.d.(5)  and  (4),  respectively,  of  this 
final  rule  with  comment  period. 

3.  Payment  for  Drugs  and  Biologicals 
Without  Pass-Through  Status  That  Are 
Not  Packaged 

a.  Payment  for  Specified  Covered 
Outpatient  Drugs  (SCODs) 

Section  1833(t)(14)  of  the  Act,  as 
added  by  section  621(a)(1)  of  Public 
Law  108-173,  requires  special 
classification  of  certain  separately  paid 
radiopharmaceuticals,  drugs,  and 
biologicals  and  mandates  specific 
payments  for  these  items.  Under  section 
1833(t)(14)(B)(i)  of  the  Act,  a  “specified 
covered  outpatient  drug”  is  a  covered 
outpatient  drug,  as  defined  in  section 
1927(k)(2)  of  the  Act,  for  which  a 
separate  APC  has  been  established  and 
that  either  is  a  radiopharmaceutical 
agent  or  is  a  drug  or  biological  for  which 
payment  was  made  on  a  pass-through 
basis  on  or  before  December  31,  2002. 

Under  section  1833(t)(14)(B)(ii)  of  the 
Act,  certain  drugs  and  biologicals  are 
designated  as  exceptions  and  are  not 
included  in  the  definition  of  “specified 
covered  outpatient  drugs,”  known  as 
SCODs.  These  exceptions  are — 

•  A  drug  or  biological  for  which 
payment  is  first  made  on  or  after 
January'  1,  2003,  under  the  transitional 
pass-through  payment  provision  in 
section  1833(t)(6)  of  the  Act. 

•  A  drug  or  biological  for  which  a 
temporary  HCPCS  code  has  not  been 
assigned. 


•  During  CYs  2004  and  2005,  an 
orphan  drug  (as  designated  by  the 
Secretary). 

Section  1833(t)(14)(A)(iii)  of  the  Act, 
as  added  by  section  621(a)(1)  of  Public 
Law  108-173,  requires  that  payment  for 
SCODs  in  CY  2006  and  subsequent 
years  be  equal  to  the  average  acquisition 
cost  for  the  drug  for  that  year  as 
determined  by  the  Secretary,  subject  to 
any  adjustment  for  overhead  costs  and 
taking  into  account  the  hospital 
acquisition  cost  survey  data  collected  by 
the  Government  Accountability  Office 
(GAO)  in  CYs  2004  and  2005.  If  hospital 
acquisition  cost  data  are  not  available, 
the  law  requires  that  payment  be  equal 
to  payment  rates  established  under  the 
methodology  described  in  section 
1842(o),  section  1847A,  or  section 
1847B  of  the  Act,  as  calculated  and 
adjusted  by  the  Secretary  as  necessary. 

In  the  CY  2006  OPPS  proposed  rule 
(70  FR  42728),  we  discussed  the  CY 
2005  report  by  MedPAC  regarding 
pharmacy  overhead  costs  in  HOPDs  and 
summarized  the  findings  of  that  study: 

•  Handling  costs  for  drugs, 
biologicals,  and  radiopharmaceuticals 
administered  in  the  HOPD  are  not 
insignificant: 

•  Little  information  is  available  about 
the  magnitude  of  pharmacy  overhead 
costs; 

•  Hospitals  set  charges  for  drugs, 
biologicals,  and  radiopharmaceuticals  at 
levels  that  reflected  their  respective 
handling  costs;  and 

•  Hospitals  vary  considerably  in  their 
likelihood  of  providing  services  which 
utilize  drugs,  biologicals,  or 
radiopharmaceuticals  with  different 
handling  costs. 

As  a  result  of  these  findings,  MedPAC 
developed  seven  drug  categories  for 
pharmacy  and  nuclear  medicine 
handling  costs  based  on  the  estimated 
level  of  hospital  resources  used  to 
prepare  the  products.  Associated  with 
these  categories  were  two 
recommendations  for  accurate  payment 
of  pharmacy  overhead  under  the  OPPS. 

1.  CMS  should  establish  separate, 
budget  neutral  payments  to  cover  the 
costs  hospitals  incur  for  handling 
separately  payable  drugs,  biologicals 
and  radiopharmaceuticals. 

2.  CMS  should  define  a  set  of 
handling  fee  APCs  that  group  drugs, 
biologicals,  and  radiopharmaceuticals 
based  on  attributes  of  the  products  that 
affect  handling  costs;  CMS  should 
instruct  hospitals  to  submit  charges  for 
these  APCs  and  base  payment  rates  for 
the  handling  fee  APCs  on  submitted 
charges  reduced  to  costs. 

In  assigning  drugs  to  the  seven 
categories,  MedPAC  considered 
additional  characteristics  that  contribute 
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to  differential  pharmacy  handling  costs, 
such  as  radioactivity,  toxicity,  mode  of 
administration,  and  the  need  for  special 
handling.  While  MedPAC  was  ahle  to 
include  information  on  a  variety  of 
drugs  with  many  of  these 
characteristics,  hospitals  participating 
in  MedPAC’s  research  were  not  able  to 
provide  sufficient  cost  information 
regarding  the  handling  of  outpatient 
radiopharmaceuticals  for  MedPAC  to 
make  a  recommendation  about  overhead 
categories  for  these  products. 

In  response  to  the  MedPAC  findings, 
in  the  CY  2006  OPPS  proposed  rule  (70 
FR  42729),  we  discussed  our  belief  that. 


because  of  the  varied  handling  resources 
required  to  prepare  different  forms  of 
drugs,  it  would  be  impossible  to 
exclusively  and  appropriately  assign  a 
drug  to  a  certain  overhead  category  that 
would  apply  to  all  hospital  outpatient 
uses  of  the  drug.  Therefore,  our  CY  2006 
OPPS  proposal  included  a  proposal  to 
establish  three  distinct  Level  II  HCPCS 
C-codes  and  three  corresponding  APCs 
for  drug  handling  categories  to 
differentiate  overhead  costs  for  drugs 
and  biologicals.  We  also  proposed:  (1) 

To  combine  several  overhead  categories 
recommended  by  MedPAC  according  to 
Table  24  of  the  proposed  rule;  (2)  to 


establish  three  drug  handling  categories, 
as  we  believed  that  larger  groups  would 
minimize  the  number  of  drugs  that  may 
fit  into  more  than  one  category  and 
would  lessen  any  undesirable  payment 
policy  incentives  to  utilize  particular 
forms  of  drugs  or  specific  preparation 
methods;  (3)  to  collect  hospital  charges 
for  these  C-codes  for  2  years;  and  (4)  to 
ultimately  base  payment  for  the 
corresponding  drug  handling  APCs  on 
CY  2006  claims  data  available  for  the 
CY  2008  OPPS.  Both  the  MedPAC 
categories  and  the  CY  2006  proposed 
categories  are  identified  in  Table  28 
below. 


Table  28— -Drug  Overhead  Category  Groupings  Discussed  in  the  CY  2006  OPPS  Proposed  Rule 


MedPAC  drug 
overhead  category 

j - 1 

Description 

CMS  proposed  CY  2006  drug 
overhead  category 

Category  1  . 

Orals  (oral  tablets,  capsules,  solutions)  . . . 

Category  1. 

Category  2 . 

Injection/Sterile  Preparation  (draw  up  a  drug  for  administration)  . 

Category  2. 

Category  3 . 

Single  IV  Solution/Sterile  Preparation  (adding  a  drug  or  drugs  to  a 
sterile  IV  solution)  or  Controlled  Substances. 

Category  2. 

Category  4 . 

Compounded/Reconstituted  IV  Preparations  (requiring  calculations 
performed  correctly  and  then  compounded  correctly). 

Category  2. 

Category  5 . 

Specialty  IV  or  Agents  requiring  special  handling  in  order  to  preserve 
their  therapeutic  value  or  Cytotoxic  Agents,  oral  (chemotherapeutic, 
teratogenic,  or  toxic)  requiring  personal  protective  equipment  (PPE). 

Category  3. 

Category  6 . 

1  Cytotoxic  Agents  (chemotherapeutic,  teratogenic,  or  toxic)  in  all  for- 
i  mulations  except  oral  requiring  PPE. 

Category  3. 

I 

Category  7 . 

1  Radiopharmaceutical:  Basic  and  Complex  Diagnostic  Agents,  PET 
Agents,  Therapeutic  Agents,  and  Radioimmunoconjugates. 

1 

1 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68659  through 
68665),  we  discussed  the  public 
comments  we  received  on  our  proposal 
regarding  pharmacy  overhead.  The 
overwhelming  majority  of  commenters 
did  not  support  our  proposal  and  urged 
us  not  to  finalize  this  policy,  as  it  would 
be  administratively  burdensome  for 
hospitals.  Therefore,  we  did  not  finalize 
this  proposal  for  CY  2006. 

As  we  noted  in  the  CY  2006  OPPS 
final  rule  with  comment  period  (70  FR 
68640),  findings  from  a  MedPAC  survey 
of  hospital  charging  practices  indicated 
that  hospitals  set  charges  for  drugs, 
biologicals,  and  radiopharmaceuticals 
high  enough  to  reflect  their  pharmacy 
handling  costs  as  well  as  their 
acquisition  costs.  After  considering  all 
of  the  public  comments  received,  in  the 
CY  2006  OPPS  final  rule  with  comment 
period  (70  FR  68642),  we  established  a 
policy  to  provide  a  combined  payment 
rate  of  ASP-h6  percent  for  both  the 
hospital’s  drug  and  biological 
acquisition  costs  and.  associated 
pharmacy  overhead  costs,  as  this  was 
the  equivalent  average  ASP-based 
amount  to  the  aggregate  cost  from  CY 
2004  hospital  claims  data  for  separately 
payable  drugs  under  the  OPPS.  We 
acknowledged  the  limitations  of  this 


methodology,  namely  that  pharmacy 
overhead  costs  of  specific  drugs  and 
biologicals  are  not  directly  related  to 
their  specific  acquisition  costs.  We  also 
solicited  additional  comments  on  future 
options  for  ways  to  identify  and  provide 
an  alternative  payment  methodology  for 
pharmacv  overhead  costs  under  the 
OPPS. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68091),  we 
proposed  and  finalized  a  policy  that 
provided  a  single  payment  of  ASP-i-6 
percent  for  the  hospital’s  acquisition 
cost  for  the  drug  or  biological  and  all 
associated  pharmacy  overhead  and 
handling  costs.  The  ASP+6  percent  rate 
was  higher  than  the  equivalent  average 
ASP-based  amount  calculated  from 
claims  of  ASP+4  percent,  but  we 
adopted  this  methodology  for  stability 
w'hile  we  continued  to  examine  the 
issue  of  the  costs  of  pharmacy  overhead 
in  the  HOPD. 

We  continued  to  meet  with  interested 
pharmacy  stakeholders  regarding  the 
various  issues  related  to  hospital 
charging  practices  and  how  these 
practices  would  affect  our  potential 
proposals  for  payment  of  drugs  and 
pharmacy  overhead  under  the  OPPS. 
Many  comments  from  the  hospital 
industry  reiterated  that  hospitals  do  not 


attach  a  specific  pharmacy  overhead 
charge  to  a  particular  drug.  In  particular, 
a  more  expensive  drug  with  high 
pharmacy  overhead  costs  does  not 
commonly  result  in  a  sufficiently  high 
hospital  charge  for  the  drug  to  account 
for  all  of  the  associated  drug  acquisition 
and  pharmacy  overhead  costs.  We  have 
been  told  that  hospitals  frequently 
allocate  a  relatively  greater  pharmacy 
overhead  charge  to  the  single  hospital 
charge  for  less  expensive  drugs  to 
counterbalance  the  lesser  charge  for 
pharmacy  overhead  for  more  expensive 
drugs  with  high  pharmacy  overhead 
costs. 

Therefore,  the  pharmacy  overhead 
costs  of  one  drug  may  be  distributed 
among  charges  for  many  drugs.  This 
practice  of  unequally  distributing 
pharmacy  overhead  charges  among  all 
drugs  provided  by  the  hospital 
pharmacy  makes  the  single  CCR  for  cost 
center  5600  (Drugs  Charged  to  Patients) 
applied  for  OPPS  cost  estimation  of 
drugs  through  the  revenue  code-to-cost 
center  crosswalk  result  in  less  accurate 
costs  for  individual  drugs.  The  result  is 
that  the  charges  and  estimated  costs  for 
less  expensive  drugs  shoulder  a  higher 
burden  of  pharmacy  overhead  costs  as 
compared  to  the  charges  and  estimated 
costs  for  more  expensive  drugs. 
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Commenters  have  suggested  that  our 
OPPS  methodology  of  applying  a  single 
CCR  for  the  cost  estimation  of  all  drugs 
unfairly  reduces  payment  amounts  for 
separately  payable  expensive  drugs,  as 
the  actual  CCR  varies  widely  across 
drugs.  The  concerns  surrounding  the 
impact  on  payment  accuracy  of 
differential  hospital  charging  practices 
for  pharmacy  overhead  costs  resemble 
the  concerns  regarding  charge 
compression  that  have  been  raised  for 
expensive  implantable  devices  over  the 
past  several  years  of  the  OPPS  (72  FR 
66599  through  66602).  In  general, 
differential  hospital  markup  policies 
related  to  the  cost  of  an  item  lead  to 
overestimating  the  cost  of  inexpensive 
items  and  underestimating  the  cost  of 
expensive  items  when  a  single  CCR  is 
applied  to  charges  on  claims. 

In  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42735),  in  response.to 
ongoing  discussions  with  interested 
parties,  we  proposed  to  continue  our 
methodology  of  providing  a  combined 
payment  rate  for  drug  and  biological 
acquisition  and  pharmacy  overhead 
costs.  We  also  proposed  to  instruct 
hospitals  to  remove  the  pharmacy 
overhead  charge  for  both  packaged  and 
separately  paid  drugs  and  biologicals 
from  the  charge  for  the  drug  or 
biological  and  report  the  pharmacy 
overhead  charge  on  an  uncoded  revenue 
code  line  on  the  claim.  We  believed  that 
this  would  provide  us  with  an  avenue 
for  collecting  pharmacy  handling  cost 
data  specific  to  drugs  in  order  to 
package  the  overhead  costs  of  these 
items  into  the  associated  procedures, 
most  likely  drug  administration 
services.  We  believed  that  this 
methodology  of  reporting  pharmacy 
overhead  costs  on  an  uncoded  revenue 
center  line  would  increase  the  accuracy 
of  pharmacy  overhead  payments  for 
drugs  and  biologicals  as  it  would 
package  the  overhead  cost  for  similar 
drugs  into  the  commonly  associated 
separately  payable  services,  for 
example,  by  packaging  the  pharmacy 
overhead  cost  for  a  chemotherapy  drug 
with  the  cost  of  the  chemotherapy  drug 
administration  service  also  included  on 
the  claim. 

Similar  to  the  public  response  to  our 
CY  2006  pharmacy  overhead  proposal, 
the  overwhelming  majority  of 
commenters  did  not  support  our  CY 
2008  proposal  and  urged  us  to  not 
finalize  this  policy  (72  FR  66761).  While 
MedPAC  supported  the  proposal  for 
improving  the  accuracy  of  drug  payment 
by  incorporating  variability  in  pharmacy 
overhead  costs,  most  other  commenters 
cited  the  increased  hospital  burden  that 
would  be  associated  with  manipulating 
accounting  systems  and  making  manual 


calculations,  along  with  concerns  about 
making  these  changes  to  their  billing 
operations  while  continuing  to  set 
charges  for  particular  services  that  were 
the  same  for  all  payers.  After  hearing 
concerns  about  the  burden  of 
establishing  a  unique  pharmacy 
overhead  charge  for  every  drug,  at  its 
September  2007  meeting,  the  APC  Panel 
recommended  that  hospitals  not  be 
required  to  separately  report  charges  for 
pharmacy  overhead  and  handling  and 
that  payment  for  overhead  be  included 
as  part  of  drug  payment.  The  APC  Panel 
also  recommended  that  CMS  continue 
to  evaluate  alternative  methods  to 
standardize  the  capture  of  pharmacy 
overhead  costs  in  a  manner  that  is 
simple  to  implement  at  the 
organizational  level  (72  FR  66761). 
Because  of  these  concerns,  we  did  not 
finalize  the  proposal  to  instruct 
hospitals  to  separately  report  pharmacy 
overhead  charges  for  CY  2008.  Instead, 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66763),  we 
finalized  a  policy  of  providing  payment 
for  separately  payable  drugs  and 
biologicals  and  their  pharmacy 
overhead  at  ASP+5  percent  as  a 
transition  from  their  CY  2007  payment 
of  ASP+6  percent  to  payment  based  on 
the  equivalent  average  ASP-based 
payment  rate  calculated  from  hospital 
claims,  which  was  ASP+3  percent  for 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period.  Hospitals  continued  to 
include  charges  for  pharmacy  overhead 
costs  in  the  line-item  charges  for  the 
associated  drugs  reported  on  claims. 

b.  Payment  Policy  for  CY  2009 

The  provision  in  section 
1833(t)(14)(A)(iii)  of  the  Act,  as 
described  above,  continues  to  be 
applicable  to  determining  payments  for 
SCODs  for  CY  2009.  This  provision 
requires  that,  in  CY  2009,  payment  for 
SCODs  be  equal  to  the  average 
acquisition  cost  for  the  drug  for  that 
year  as  determined  by  the  Secretary, 
subject  to  any  adjustment  for  overhead 
costs  and  taking  into  account  the 
hospital  acquisition  cost  survey  data 
collected  by  the  GAO  in  CYs  2004  and 
2005.  If  hospital  acquisition  cost  data 
are  not  available,  the  law  requires  that 
payment  be  equal  to  payment  rates 
established  under  the  methodology 
described  in  section  1842(o),  section 
1847A,  or  section  1847B  of  the  Act,  as 
calculated  and  adjusted  by  the  Secretary 
as  necessary.  In  addition,  section 
1833(t)(14)(E)(ii)  authorizes  the 
Secretary  to  adjust  APC  weights  for 
SCODs  to  take  into  account  the  MedPAC 
report  relating  to  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs. 


During  this  past  year,  we  have  met 
with  a  variety  of  stakeholders  regarding 
different  proposals  for  collecting 
pharmacy  overhead  cost  information  for 
setting  OPPS  payment  rates.  One  such 
proposal  was  endorsed  by  several 
stakeholders  during  the  March  2008 
APC  Panel  meeting.  Presenters  to  the 
APC  Panel  explained  that  CMS’ 
methodology  of  using  a  single  CCR  to 
determine  the  acquisition  and  pharmacy 
overhead  cost  for  all  drugs  attributes  a 
greater  relative  share  of  pharmacy 
overhead  cost  to  the  lower-priced 
packaged  drugs  and  a  lower  relative 
share  of  pharmacy  overhead  cost  to  the 
more  expensive,  separately  payable 
drugs.  Because  the  OPPS  packages 
payment  for  drugs  and  biologicals  with 
an  estimated  per  day  cost  of  S60  or  less 
and  estimates  the  equivalent  average 
ASP-based  amount  based  only  on  the 
costs  of  separately  payable  drugs,  some 
pharmacy  overhead  cost  that  should  be 
associated  with  separately  payable 
drugs  is  being  packaged  into  payment 
for  the  procedures  that  are  performed 
with  lower  cost  packaged  drugs. 

This  stakeholuer  proposal  suggested 
that  CMS  recalculate  the  equivalent 
average  ASP-based  amount  based  on  the 
costs  of  packaged  and  separately 
payable  drugs  with  HCPCS  codes,  rather 
than  on  our  current  methodology  of 
calculating  an  ASP-based  amount  solely 
from  claims  data  for  separately  payable 
drugs.  CMS  would  then  use  this 
equivalent  average  ASP-based  amount 
(or  the  physician’s  office  payment  rate 
of  ASP+6  percent)  to  represent  the 
acquisition  and  pharmacy  overhead  cost 
of  all  packaged  drugs  and  would 
substitute  this  figure  for  the  costs  of 
packaged  drugs  in  ratesetting  for  their 
associated  procedures.  The  pool  of 
money  under  the  budget  neutral  OPPS 
that  would  result  from  this  methodology 
that  would  package  lower  drug  costs 
with  associated  procedures  than  our 
current  methodology  could  then  be 
distributed  to  OPPS  payment  in  a 
number  of  ways,  such  as  increasing  the 
combined  acquisition  and  overhead  cost 
payment  for  separately  payable  drugs  to 
a  higher  average  ASP-based  amount 
and/or  providing  separate  payment  for 
pharmacy  overhead  costs  for  either  all 
drugs  or  only  separately  payable  drugs 
based  on  a  flat  add-on  rate  or  on  tiers 
of  pharmacy  service  complexity.  The 
stakeholders  presented  APC  median 
cost  estimates  demonstrating  that  their 
recommendation  would  significantly 
impact  drug  payment  rates  but  would 
only  change  the  majority  of  APC  median 
costs  by  less  than  2  percent. 

At  its  March  2008  meeting,  the  APC 
Panel  recommended  that  CMS  work 
with  stakeholders  to  further  develop 
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recommendations  on  the  validity  of  this 
methodology  and  conduct  an  impact 
analysis,  with  consideration  for  CY  2009 
rulemaking.  During  the  August  2008 
meeting,  the  APC  Panel  recommended 
that  CMS  continue  to  look  at  refining 
the  methodology  for  payment  of 
pharmacy  overhead  and  handling  costs, 
and  that  CMS  work  with  stakeholders  to 
find  a  feasible  approach  for  payment  of 
drugs  and  pharmacy  overhead.  Further, 
the  APC  Panel  recommended  that  CMS 
package  the  cost  of  all  drugs  that  are  not 
separately  paid  at  ASP+5  percent,  use 
the  difference  between  these  costs  and 
CMS’  costs  derived  from  charges  to 
create  a  pool  that  funds  payment  for 
pharmacy  overhead  services  and  pay 
hospitals  for  pharmacy  service  costs 
using  this  pool  by  making  payments 
based  on  some  system  of  categorization 
determined  by  CMS.  In  addition,  the 
APC  Panel  recommended  that  CMS  take 
into  consideration  the  impact  on 
beneficiaries’  copayments. 

Because  CMS  would  redistribute 
pharmacy  overhead  cost  when  modeling 
payment  rates  for  ratesetting,  we 
concluded  for  the  proposed  rule  that  the 
suggested  methodology  would  be 
administratively  simple  for  hospitals. 

We  stated  our  belief  that  that  this 
approach  also  would  refine  the  existing 
OPPS  methodology  for  estimating 
pharmacy  overhead  cost  in  a  budget 
neutral  manner,  without  redistributing 
money  from  the  payment  for  nondrug 
components  of  other  services  to 
payment  for  drugs.  However,  in  the 
proposed  rule,  we  also  expressed  our 
belief  that  substituting  an  average  ASP- 
based  amount  (or  the  physician’s  office 
payment  rate  of  ASP+6  percent)  on 
claims  for  purposes  of  packaging  drug 
costs  into  associated  procedures  would 
be  a  highly  significant  change  to  our 
established  methodology.  It  is  our 
longstanding  policy  to  accept  hospital 
charge  data  as  it  is  reported  on  claims, 
in  order  to  capture  variability  in 
hospitals’  unique  charges  that  is  specific 
to  each  hospital’s  charging  structure,  as 
well  as  other  potential  efficiencies.  The 
stakeholder  recommendation  would 
eliminate  the  expected  variability  in 
hospitals’  costs  for  drugs  that  are 
packaged  into  their  associated 
procedures. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  did  not  propose  to  adopt  this 
stakeholder  methodology.  We  noted  our 
appreciation  of  this  thoughtful  approach 
to  OPPS  payment  for  pharmacy 
overhead  costs,  but  we  sought  public 
comment  on  several  issues  that  needed 
to  be  seriously  considered  before  we 
could  potentially  propose  the  adoption 
of  such  a  methodology,  including,  but 
not  limited  to,  its  implications  for  how 


we  would  more  generally  estimate  the 
costs  of  items  packaged  into  an 
independent  service.  In  addition  to  our 
packaging  of  relatively  inexpensive 
drugs  that  are  integral  to  separately 
payable  independent  services,  we 
package  payment  under  the  OPPS  for 
the  costs  of  a  variety  of  other  items  and 
services.  In  addition,  it  was  not  clear  to 
us  what  approach  for  redistributing 
pharmacy  overhead  dollars  would  be 
most  accurate  and  operationally  feasible 
for  CMS.  Therefore,  in  the  CY  2009 
OPPS/ASC  proposed  rule,  we 
specifically  invited  public  comment  on 
this  potential  approach  for  estimating 
pharmacy  overhead  costs  and 
redistributing  pharmacy  overhead 
payment  under  the  OPPS. 

Comment:  Several  commenters  were 
not  supportive  of  the  stakeholder 
approach  to  payment  for  pharmacy 
overhead  costs.  The  commenters  were 
concerned  about  the  potential 
redistributive  effects  of  the  proposal  and 
the  impact  on  beneficiaries  of  higher 
copayments  for  separately  payable 
drugs. 

However,  the  majority  of  commenters 
expressed  support  for  the  stakeholder 
recommendation  to  redistribute  a 
portion  of  pharmacy  overhead  costs 
from  payment  for  packaged  drugs  and 
biologicals  through  payment  for  the 
associated  procedures  to  payment  for 
separately  payable  drugs  and  biologicals 
in  a  budget  neutral  manner.  In  general, 
the  commenters  believed  that  CMS’ 
concerns  regarding  the  substitution  of 
ASP  information  on  hospital  claims  to 
replace  the  costs  reported  by  hospitals 
would  have  no  other  implications  for 
OPPS  cost  estimation  because  no  other 
item  or  service  has  a  similar  market- 
based  payment  methodology  (such  as 
ASP)  for  identih  ing  hospital  costs.  The 
commenters  noted  that  CMS  already 
uses  a  non-standard  methodology  in 
providing  payment  for  drugs  and 
biologicals  based  on  the  ASP 
methodology.  The  commenters  viewed 
the  stakeholder  proposal  as  a  more 
accurate  application  of  the  standard 
CMS  methodology.  In  addition,  the 
commenters  believed  that  adoption  of 
the  stakeholder  approach  to  redistribute 
pharmacy  overhead  costs  more 
accurately  to  separately  payable  drugs 
would  be  necessary  if  CMS  were  to 
continue  to  package  payment  for  some 
drugs  and  biologicals  with  per  day  costs 
at  or  below  the  proposed  CY  2009  drug 
packaging  threshold. 

Further,  many  commenters  stated  that 
the  stakeholder  recommendation  for 
payment  of  drugs  and  pharmacy 
overhead  costs  would  be 
admini.stratively  simple  for  hospitals  to 
implement  and  would  provide  a  more 


accurate  payment  solution  for  separately 
payable  drugs  and  biologicals.  Some 
commenters  believed  that  implementing 
this  approach  could  be  relatively 
straightforward  for  CMS,  and  could 
include  a  processing  step  in  the  I/OCE 
that  would  add  on  the  appropriate 
standard  pharmacy  overhead  payment 
whenever  a  drug  HCPCS  code  was 
billed. 

Finally,  many  commenters  also 
supported  the  redistribution  of  the 
resulting  pharmacy  overhead  payments 
through  three  payment  levels  based  on 
the  estimated  pharmacy  overhead 
resource  costs  specific  to  each  drug 
HCPCS  code.  The  commenters  included 
suggestions  for  drug  assignments  to 
three  tiers  of  pharmacy  overhead 
categories  and  suggested  that  these 
additional  payments  could  be 
programmed  into  the  I/OCE  so  that  they 
would  require  no  additional 
administrative  changes  by  hospitals. 

Many  commenters  concluded  that  the 
recommended  stakeholder  approach 
had  been  sufficiently  reviewed  by  both 
hospital  stakeholders  and  CMS,  and 
they  urged  CMS  to  adopt  this  payment 
methodology  for  CY  2009. 

Response:  As  we  stated  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41489  through  41490),  we  appreciate 
the  creative  approach  to  OPPS  payment 
for  pharmacy  overhead  costs  as 
described  above.  We  have  continued  to 
review  and  di.scuss  this  stakeholder 
recommendation  in  meetings  with 
interested  .stakeholders  and  during  the 
August  2008  APC  Panel  meeting.  We 
remain  interested  in  further  exploring 
this  approach  that  certain  stakeholders 
have  developed  as  a  solution  to  the 
issue  of  uneven  distribution  of  OPPS 
payment  for  pharmacy  overhead  costs, 
and  we  believe  that  such  an  approach, 
or  modifications  of  the  recommended 
approach,  could  potentially  provide 
more  accurate  OPPS  payment  for  drugs 
and  biologicals  in  the  future. 

However,  we  do  not  believe  that  it 
would  be  appropriate  to  adopt  such  a 
payment  approach  for  CY  2009  that  is 
so  different  from  our  proposal  for 
several  reasons.  First,  as  we  noted  in  the 
CY  2006  OPPS  final  rule  with  comment 
period  (70  F'R  68640),  findings  from  a 
MedPAC  survey  of  hospital  charging 
practices  indicated  that  hospitals  set 
charges  for  drugs,  biologicals,  and 
radiopharmaceuticals  high  enough  to 
reflect  their  pharmacy  handling  costs  as 
well  as  their  acquisition  costs. 

Similarly,  in  the  Medicare  Claims 
Processing  Manual  (Pub.  100-04, 
Chapter  17,  Section  90.2),  we  have 
in.structed  hospitals  to  include  both 
acquisition  costs  and  pharmacy 
overhead  or  nuclear  aiedicine  handling 
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costs  in  their  line-item  charges  for 
drugs,  biologicals,  and 
radiopharmaceuticals.  Beyond  drugs 
and  biologicals,  we  expect  that  hospitals 
consider  costs  when  setting  charges  for 
all  hospital  services.  We  believe  that 
hospitals  have  internal  policies  for 
setting  charges  and  are  internally 
consistent  when  setting  charges, 
although  the  manner  in  which  charges 
are  set  relative  to  cost  likely  varies  hy 
hospital.  Application  of  a  hospital- 
specific  CCR  to  estimate  costs  for 
purposes  of  OPPS  ratesetting  creates 
cost  estimates  that  are  internally 
consistent  with  the  hospital’s  charging 
structure  and  retain  the  variability  in 
charges,  and  variability  in  cost  by 
association,  experienced  by  each 
hospital.  We  observe  a  wide  range  in 
our  estimates  of  costs  for  various  drugs 
and  biologicals,  suggesting  that 
hospitals  have  different  estimated  costs 
for  these  items.  In  part,  our  longstanding 
policy  to  accept  hospital  charge  data  as 
they  are  reported  by  hospitals  is  an 
attempt  to  appropriately  capture  the 
variability  in  hospitals’  unique  charges 
that  reflects  real  differences  in  cost  and 
other  efficiencies  at  each  hospital. 
Further,  for  all  services,  external 
estimates  of  cost  created  outside  the 
hospital’s  billing  and  accounting 
information  would  not  be  based  on  the 
relative  estimated  costs  for  the  hospital. 
We  also  utilize  hospital  charge  data  as 
reported  by  hospitals  to  avoid 
inappropriately  redistributing  money 
based  on  external  estimates  of  costs 
from  widely  different  sources.  The 
stakeholder  recommendation  would 
eliminate  the  expected  variability  in 
hospitals’  costs  for  drugs  that  are 
packaged  into  their  associated 
procedures  and  substitute  a  static, 
external  estimate  of  cost  for  one  that 
would  otherwise  be  established  by  the 
hospital’s  internal  billing  and 
accounting  structure.  While  certain 
stakeholders  have  demonstrated  how 
this  approach  would  impact  the  median 
costs  for  drug  administration  services, 
the  concept  of  substituting  external  cost 
estimates  for  certain  items  or  services  in 
the  context  of  an  otherwise  internally 
consistent  relative  cost  structure  has 
importance  for  packaging  costs  in  other 
APCs. 

Second,  because  we  have  not  yet  fully 
analyzed  a  comprehensive  drug 
payment  methodology  that  would 
follow  this  general  approach,  nor  have 
we  provided  sufficient  information  on 
the  impacts  of  this  proposal  to  the 
public,  we  do  not  believe  that  adopting 
this  approach  for  CY  2009  would  be 
appropriate.  Therefore,  we  are  not 
accepting  the  APC  Panel’s  August  2008 


recommendation  to  redistribute  the 
pharmacy  overhead  costs  currently 
associated  with  packaged  drugs  to  a 
pool  that  would  pay  for  phcurmacy 
services,  and  pay  for  these  pharmacy 
services  by  making  payments  based  on 
a  system  of  drug  categorization 
established  by  CMS.  As  we  did  not 
propose  a  methodology  like  the 
stakeholder’s  model  or  the  APC  Panel’s 
recommended  approach,  or  a  variation 
of  that  model,  for  the  CY  2009  OPPS,  we 
have  not  assessed  the  impact  such  a 
change  would  have  on  payment  for 
other  OPPS  services,  including  those 
services  with  significant  packaged  drug 
costs,  on  payment  to  different  classes  of 
hospitals,  or  on  beneficiary  copayments. 
However,  we  are  particularly  interested 
in  further  exploring  this  approach, 
especially  in  light  of  the  overwhelming 
lack  of  public  support  for  our  proposal 
to  split  the  5600  (Drugs  Charged  to 
Patients)  cost  center  on  the  Medicare 
cost  report  into  two  new  cost  centers. 
Drugs  With  High  Overhead  Cost 
Charged  To  Patients  and  Drugs  With 
Low  Overhead  Cost  Charged  To 
Patients,  as  discussed  in  more  detail 
below. 

As  we  explained  in  the  CY  2009 
OPPS/ASC  proposed  rule,  recently  RTI 
completed  its  evaluation  of  the  OPPS 
cost-based  weight  methodology  in 
general,  and  charge  compression  in 
particular.  Pharmacy  stakeholders  have 
already  noted  that  accurately  estimating 
pharmacy  overhead  cost  is  intimately 
related  to  the  CCR  used  to  estimate  costs 
from  claims’  charges.  As  discussed 
above,  hospitals  have  informed  us  that 
they  redistribute  the  cost  of  pharmacy 
overhead  from  expensive  to  inexpensive 
drugs  when  setting  charges  for  drugs. 

RTI  determined  that  hospitals  billing 
a  greater  percent  of  drug  charges  under 
revenue  code  0636  (Drugs  requiring 
detail  coding)  out  of  all  revenue  codes 
related  to  drugs  had  a  significantly 
higher  CCR  for  cost  center  5600  (Drugs 
Charged  to  Patients).  “These  findings 
are  consistent  with  the  a  priori 
expectation  that  providers  tend  to  use 
lower  markup  rates  on  these  relatively 
expensive  items,  as  compared  with 
other  items  in  their  CCR  group.’’  (RTI 
report,  “Refining  Cost  to  Charge  Ratios 
for  Calculating  APC  and  MS-DRG 
Relative  Payment  Weights,”  July  2008). 
RTI,  in  its  March  2007  report,  noted  that 
hospitals  billing  a  greater  percent  of 
drug  charges  under  revenue  code  0258 
(IV  solutions)  out  of  all  revenue  codes 
related  to  drugs  had  a  significantly 
lower  CCR  for  cost  center  5600.  In  the 
short  term,  RTI  recommended  that  CMS 
adopt  regression-adjusted  CCRs  under 
the  OPPS  for  drugs  requiring  detail 
coding  (reported  under  revenue  code 


0636)  and  for  IV  solutions  (reported 
under  revenue  code  0258)  for  purposes 
of  estimating  median  costs.  To  eliminate 
the  need  for  simulated  CCRs  in  the 
longer  term,  RTI  recommended  that 
CMS  create  a  new  standard  cost  center 
in  the  cost  report  for  drugs  requiring 
detail  coding  (reported  under  revenue 
code  0636)  to  mitigate  charge 
compression  by  acquiring  more  specific 
CCRs  (RTI  report,  “Refining  Cost  to 
Charge  Ratios  for  Calculating  APC  and 
MS-DRG  Relative  Payment  Weights,” 
July  2008). 

As  discussed  further  in  section 
II.A.l.c.  of  this  CY  2009  OPPS/ASC  final 
rule  with  comment  period  and 
consistent  with  our  proposal  for  the  FY 
2009  IPPS,  we  did  not  propose  to  adopt 
regression-based  CCRs  for  cost 
estimation  in  any  area  of  the  CY  2009 
OPPS,  including  drugs  requiring  detail 
coding  and  IV  solutions.  Instead,  we 
stated  that  we  believed  that  RTFs 
empirical  findings  would  appropriately 
be  addressed  through  concrete  steps  to 
improve  the  quality  of  accounting 
information  used  to  estimate  future 
costs  from  drug  charges.  Cognizant  of 
public  comments  on  past  proposals,  we 
also  stated  that  we  believed  that  this 
should  be  done  in  a  manner  that  is  fairly 
simple  for  hospitals  to  implement. 

For  CY  2009,  we  proposed  to  continue 
our  policy  of  making  a  combined 
payment  for  the  acquisition  and 
pharmacy  overhead  costs  of  separately 
payable  drugs  and  biologicals  at  an 
equivalent  average  ASP-based  amount 
calculated  based  on  our  standard 
methodology  of  estimating  drug  costs 
from  claims.  Using  updated  data,  for  the 
CY  2009  proposed  rule,  after 
determining  the  proposed  CY  2009 
packaging  status  of  drugs  and 
biologicals,  we  estimated  the  aggregate 
cost  of  all  drugs  and  biologicals 
(excluding  therapeutic 
radiopharmaceuticals  for  which  no  ASP 
data  were  available)  that  would  be 
separately  payable  in  CY  2009  based  on 
costs  from  hospital  claims  data  and 
calculated  the  equivalent  average  ASP- 
based  payment  rate  that  would  equate  to 
the  aggregate  reported  hospital  cost.  The 
results  of  our  analysis  indicated  that 
setting  the  payment  rates  for  drugs  and 
biologicals  that  would  be  separately 
payable  in  CY  2009  based  on  hospital 
costs  would  be  equivalent  to  providing 
payment,  on  average,  at  ASP+4  percent. 
Therefore,  we  proposed  to  pay  for 
separately  payable  drugs  and  biologicals 
under  the  CY  2009  OPPS  at  ASP+4 
percent  because  we  believed  that  this 
was  the  best  currently  available  proxy 
for  average  hospital  acquisition  cost  and 
associated  pharmacy  overhead  costs. 
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Comment:  Several  commenters  cited 
methodological  concerns  about  the 
approach  CMS  used  to  calculate  the 
equivalent  average  ASP-based  payment 
amount  for  separately  payable  drugs  and 
biologicals. 

Some  commenters  noted  that  the 
statute  requires  drug  cost  surveys  for 
payment  purposes  for  SCODs  under  the 
OPPS,  and  the  most  recent  survey 
available  is  outdated  as  it  was 
performed  in  CY  2004  by  the  GAO.  The 
commenters  stated  that  the  statute 
specifically  required  survey  data  as  the 
basis  for  hospital  acquisition  costs  in 
order  to  provide  a  more  appropriate 
payment  methodology  for  drugs  and 
biologicals,  instead  of  costs  from  claims 
data.  They  concluded  that,  by  not 
performing  a  survey  and  by  not  paying 
for  drugs  and  biologicals  at  the 
physician’s  office  rate,  CMS  was  not  in 
compliance  with  the  statute.  The 
commenters  acknowledged  that  drug 
cost  surveys  are  difficult  to  perform. 
However,  they  believed  that  either  a 
survey  should  be  performed  or  payment 
should  be  made  at  ASP+6  percent,  in 
accordance  with  the  requirement  of  the 
statute. 

Commenters  reiterated  that  hospitals 
disproportionably  mark  up  their  charges 
for  low  cost  drugs  and  biologicals  to 
account  for  pharmacy  overhead  costs. 
They  indicated  that  while  the  aggregate 
charges  for  inexpensive  and  expensive 
drugs  may  include  the  total  pharmacy 
overhead  costs  of  the  hospital,  the 
charges  for  individual  drugs  and 
biologicals  do  not  represent  the  specific 
acquisition  and  pharmacy  overhead 
costs  of  that  particular  drug  or 
biological.  The  commenters  explained 
that  hospitals  apply  proportionately 
smaller  markups  to  higher  cost  items 
and  proportionately  larger  markups  to 
lower  cost  items.  The  commenters 
believed  that  when  CMS  applies  a  single 
CCR  to  adjust  charges  to  costs  for  these 
drugs  and  biologicals,  charge 
compression  leads  to  misallocation  of 
the  pharmacy  overhead  costs  associated 
with  high  and  low  cost  drugs  and 
biologicals  during  ratesetting. 

Commenters  noted  that  by  using  only 
separately  payable  drugs  in  the 
calculation  of  the  equivalent  average 
ASP-based  amount,  the  pharmacy 
overhead  costs  associated  with  these 
separately  payable  drugs  that  are 
disproportionately  included  in  the 
charges  for  packaged  drugs  are  not 
factored  into  the  calculation,  resulting 
in  an  artificially  low  ASP  add-on 
percentage.  The  commenters  suggested 
using  the  costs  of  both  packaged  drugs 
and  separately  payable  drugs  when 
calculating  the  equivalent  average  ASP- 
based  payment  amount  for  separately 


payable  drugs,  as  they  argued  that  this 
would  provide  a  more  accurate  ASP 
percentage  payment  for  separately 
payable  drugs.  As  an  alternative,  the 
commenters  recommended  that  CMS 
could  eliminate  the  drug  packaging 
threshold  and  provide  separate  payment 
for  all  Part  B  drugs  under  the  OPPS. 

Finally,  the  commenters  noted  that 
CMS  included,  in  the  calculation  of  the 
costs  of  separately  payable  drugs  and 
biologicals,  OPPS  claims  from  hospitals 
that  receive  Federal  discounts  on  drug 
prices  under  the  340B  program.  The 
commenters  pointed  out  that  hospital 
participation  in  the  340B  program  had 
grown  substantially  over  the  past  few 
years,  and  they  believed  that  the  costs 
from  these  hospitals  now  constituted  a 
significant  proportion  of  hospital  drug 
costs  on  CY  2007  OPPS  claims.  The 
commenters  stated  that  including  340B 
hospital  claims  data  when  comparing 
aggregate  hospital  costs  based  on  claims 
data  to  ASP  rates  contributed  to  an 
artificially  low  equivalent  average  ASP- 
based  payment  rate  because  ASP  data 
specifically  exclude  drugs  sales  under 
the  340B  program. 

Response:  As  discussed  above,  the 
provision  in  section  1833{tKl4KAKiii) 
of  the  Act  continues  to  be  applicable  to 
determining  payments  for  SCODs  for  CY 
2009.  This  provision  requires  that 
payment  for  SCODs  be  equal  to  the 
average  acquisition  cost  for  the  drug  for 
that  year  as  determined  by  the 
Secretary,  subject  to  any  adjustment  for 
overhead  costs  and  taking  into  account 
the  hospital  acquisition  cost  survey  data 
collected  by  the  GAO  in  CYs  2004  and 

2005  or  if  hospital  acquisition  cost  data 
are  not  available,  then  the  average  price 
for  the  drug  in  the  year  established 
under  section  1842(o),  1847A,  or  1847B 
of  the  Act,  as  the  case  may  be,  as 
calculated  and  adjusted  by  the  Secretary 
as  necessary  for  purposes  of  section 
1833(t)(14)(iii)(II)  of  the  Act.  In  the  CY 

2006  OPPS  final  rule,  we  compared 
hospital  drug  cost  data  that  were 
available  to  us  at  the  time,  specifically: 
(1)  Data  from  the  GAO  survey;  (2) 
hospital  claims  data  from  CY  2004;  and 
(3)  ASP  information.  In  addition,  we 
discussed  our  methodology  for 
comparing  these  data  that  represented 
different  timeframes  from  2004  to  2006. 
As  a  result  of  our  analysis  comparing 
these  three  sources,  we  concluded  that, . 
on  average,  the  costs  from  hospital 
claims  data  representing  SCODs  were 
roughly  equivalent  to  payment  ASP+6 
percent.  Therefore,  we  finalized  a  policy 
that  used  our  hospital  claims  data  as  a 
proxy  for  average  hospital  acquisition 
cost  and  provided  payment  for 
separately  payable  drugs  that  do  not 
have  pass-through  status  at  ASP+6 


percent  in  CY  2006  (70  FR  68639 
through  68642).  The  commenters  are 
correct  that  the  statute  allows  for  the  use 
of  the  methodology  described  in  section 
1842(o),  section  1847A  or  section  1847B 
of  the  Act,  as  calculated  and  adjusted  by 
the  Secretary  as  necessary,  but  this  is 
only  when  hospital  acquisition  cost  data 
are  not  available.  We  believe  that  we 
have  established  our  hospital  claims 
data  as  an  appropriate  proxy  for  average 
hospital  acquisition  costs,  taking  the 
GAO  survey  information  into  account 
for  the  base  year.  While  we  have  not  yet 
performed  hospital  drug  acquisition  cost 
surveys  similar  to  the  GAO  survey,  we 
note  that  the  statute  only  calls  for 
“periodic”  surveys,  and  we  are 
considering  the  possibility  of  such  a 
survey  at  some  point  in  the  future. 

In  addition,  we  understand  that 
because  hospital  charges  for  drugs  are 
adjusted  to  cost  by  a  single  CCR,  but 
hospitals  continue  to  apply  differential 
markups  to  their  charges  for  low  and 
high  cost  drugs  and  biologicals,  the 
result  is  an  overestimation  of  costs  for 
less  expensive  drugs  and  an 
underestimation  of  costs  for  more 
expensive  drugs.  In  order  to  rnore 
accurately  identify  costs  for  drugs,  we 
proposed  to  split  the  current  single  drug 
cost  center  into  two  standard  cost 
centers  on  the  Medicare  cost  report.  By 
creating  two  standard  cost  centers  (one 
for  Drugs  With  High  Overhead  Cost 
Charged  to  Patients,  the  other  for  Drugs 
With  Low  Overhead  Cost  Charged  to 
Patients),  we  believed  that  the  resulting 
CCRs  would  provide  a  more  accurate 
ASP-based  estimate  for  those  drugs  that 
are  separately  paid,  as  each  individual 
drug  charge  would  be  subject  to  a  more 
accurate  CCR,  depending  on  whether 
the  drug  was  classified  by  the  hospital 
as  having  high  or  low  overhead  costs. 

We  discuss  this  proposal,  the  public 
comments  we  received,  and  our  final 
policy  in  detail  below. 

It  has  been  our  policy,  since  CY  2006, 
to  only  use  separately  payable  drugs  in 
the  calculation  of  the  equivalent  average 
ASP-based  payment  amount  under  the 
OPPS.  We  do  not  include  packaged 
drugs  and  biologicals  in  this  analysis 
because  cost  data  for  these  items  are 
already  accounted  for  within  the  APC 
ratesetting  process  through  the  median 
cost  calculation  methodology  discussed 
in  section  II. A. 2.  of  this  final  rule  with 
comment  period.  To  include  the  costs  of 
packaged  drugs  in  both  our  APC 
ratesetting  process  (for  associated 
procedures  present  on  the  same  claim) 
and  in  our  ratesetting  process  to 
establish  an  equivalent  average  ASP- 
based  payment  amount  for  separately 
payable  drugs  and  biologicals  would 
give  these  data  disproportionate 
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emphasis  in  the  OPPS  system  by 
skewing  our  analyses,  as  the  costs  of 
these  packaged  items  would  be,  in 
effect,  counted  twice.  Accordingly,  we 
are  not  adopting  the  suggestion  from 
commenters  that  we  include  all 
packaged  and  separately  payable  drugs 
and  biologicals  when  establishing  an 
equivalent  average  ASP-based  rate  to 
provide  payment  for  the  hospital 
acquisition  and  pharmacy  handling 
costs  of  drugs  and  biologicals.  However, 
we  remind  commenters  that  because  the 
costs  of  packaged  drugs,  including  their 
pharmacy  overhead  costs,  are  packaged 
into  the  payments  for  the  procedures  in 
which  they  are  administered,  the  OPPS 
provides  payment  for  both  the  drugs 
and  the  associated  pharmacy  overhead 
costs  through  the  applicable  procedural 
APC  payments. 

VVe  also  are  not  adopting  the 
alternative  recommendation  by  some 
commenters  that  we  eliminate  the  drug 
packaging  threshold  and  pay  separately 
for  all  drugs  and  biologicals  with 
HCPCS  codes.  As  we  have  stated 
previously  (71  FR  68085),  we  believe 
that  it  is  appropriate,  at  a  minimum,  to 
continue  a  modest  drug  packaging 
threshold  under  the  OPPS.  Packaging  is 
a  fundamental  component  of  a 
prospective  payment  system  that 
contributes  to  important  flexibility  and 
efficiency  in  the  delivery  of  high  quality 
outpatient  care. 

We  have  had  several  meetings  with 
interested  stakeholders  over  the  past 
year  regarding  the  drug  costs  of 
hospitals  that  participate  in  the  Federal 
340B  program,  and  we  are  interested  in 
gathering  more  information  on  their 
potential  influence  on  our  methodology 
for  calculating  payment  rates  for 
separately  payable  drugs.  Specifically, 
we  are  requesting  comments  on  this 
final  rule  with  comment  period  that 
address:  (1)  Whether  all  HOPDs  from  a 
participating  provider  furnish  drugs 
purchased  under  the  340B  pricing 
program  or  only  a  subset  of 
departments:  (2)  whether  all  drugs  are 
available  to  participating  hospitals 
under  the  340B  program;  (3)  whether 
hospital  drugs  provided  to  inpatients 
are  purchased  by  hospitals  at  340B 
program  prices  if  the  hospital  is  a 
participating  provider;  (4)  what 
proportion  of  a  participating  hospital’s 
total  costs  and  charges  for  drugs  reflect 
drugs  purchased  through  the  340B 
program:  (5)  whether  hospitals 
participating  in  the  340B  program 
receive  other  manufacturer  discounts 
that  impact  their  final  drug  cost;  (6) 
whether  hospitals  set  different  charges 
for  drugs  purchased  through  the  340B 
program  than  their  charges  for  those 
same  drugs  purchased  outside  the 


program:  (7)  the  impact  340B  drug 
purchasing  agreements  have  on  OPPS 
hospital  claims  data  used  to  estimate 
drug  costs;  (8)  whether  hospitals 
participating  in  the  340B  program 
should  be  paid  for  drugs  under  the 
OPPS  at  adjusted  rates  because  they 
have  different  average  hospital 
acquisition  costs  for  drugs  and 
biologicals  from  nonparticipating 
hospitals,  (9)  whether  we  should  use  the 
equitable  adjustment  authority  in 
section  1833{t)(2)(E)  of  the  Act  to  adjust 
OPPS  payments  to  hospitals  for 
separately  payable  drugs  based  on 
hospitals’  participation  in  the  340B 
program,  so  that  drug  payment  for  the 
two  classes  of  hospitals  (340B 
participating  and  340B 
nonparticipating)  would  reflect  the 
averge  drug  acquisition  and  pharmacy 
overhead  costs  specific  to  each  class  of 
hospital;  and  (10)  any  additional 
information  that  would  assist  us  in 
understanding  and  considering  this 
issue  for  potential  rulemaking  in  the 
future. 

As  discussed  above,  in  the  CY  2009 
OPPS/ASC  proposed  rule,  we  included 
a  proposal  to  break  the  single  standard 
cost  center  5600  into  two  standard  cost 
centers.  Drugs  with  High  Overhead  Cost 
Charged  to  Patients  and  Drugs  with  Low 
Overhead  Cost  Charged  to  Patients,  to 
reduce  the  reallocation  of  pharmacy 
overhead  cost  from  expensive  to 
inexpensive  drugs  and  biologicals  when 
setting  an  equivalent  average  ASP-based 
payment  amount  in  the  future.  This 
proposal  is  consistent  with  RTFs 
recommendation  for  creating  a  new  cost 
center  whose  CCR  would  be  used  to 
adjust  charges  to  costs  for  drugs 
requiring  detail  coding.  However,  we 
noted  that  while  improved  CCRs  would 
more  accurately  estimate  the  ASP-based 
amount  for  combined  drug  and 
pharmacy  overhead  payment,  they 
would  not  capture  within  HCPCS  code 
variability  in  pharmacy  handling  costs 
resulting  from  different  methods  of  drug 
preparation  used  by  hospitals.  As 
discussed  above,  we  believe  that 
improved  and  more  precise  cost 
reporting  is  the  best  way  to  improve  the 
accuracy  of  all  cost-based  payment 
weights,  including  relative  weights  for 
the  IPPS  MS-DRGs.  Because  both  the 
IWS  and  the  OPPS  rely  on  cost-based 
weights  derived,  in  part,  from  data  on 
the  Medicare  hospital  cost  report  form, 
we  indicated  that  public  comment  on 
the  proposed  change  to  the  cost  report 
to  break  the  single  standard  cost  center 
5600  into  two  standard  cost  centers 
should  address  any  impact  on  both  the 
inpatient  and  outpatient  payment 
systems. 


We  stated  in  the  proposed  rule  that 
this  proposal  would  not  affect  OPPS 
cost  estimation  for 
radiopharmaceuticals  for  several 
reasons.  First,  we  would  not  expect  the 
costs  and  charges  for 
radiopharmaceuticals  to  be  assigned  to 
cost  center  5600.  Rather,  cost  center 
4300  (Radioisotope)  is  more  appropriate 
for  these  items.  Second,  our  claims  data 
demonstrated  that  some  hospitals 
continued  to  bill  radiopharmaceuticals 
under  revenue  code  0636,  contrary  to 
UB-04  instructions  (Official  UB04  Data 
Specifications  Manual,  AHA  2007,  p. 
127),  specifically  noting  that 
radiopharmaceuticals  should  be  billed 
under  revenue  codes  0343  (Diagnostic 
Radiopharmaceuticals)  and  0344 
(Therapeutic  Radiopharmaceuticals). 

VVe  believed  that  billing 
radiopharmaceuticals  under  revenue 
code  0636  could  be  a  result  of  dated 
CMS’  guidance  regarding  billing 
radiopharmaceuticals  under  revenue 
code  0636.  On  April  8,  2008,  we  deleted 
this  guidance  from  our  Claims 
Processing  Manual  through 
administrative  issuance  (Transmittal 
1487,  Change  Request  5999).  Finally, 

RTI  did  not  observe  evidence  of 
differential  markup  in  cost  center  4300 
(for  hospitals  reporting  the  cost  center) 
for  products  reported  under  revenue 
codes  0343  and  0344  (RTI  report, 
“Refining  Cost  to  Charge  Ratios  for 
Calculating  APC  and  MS-DRG  Relative 
Payment  Weights,”  July  2008). 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  discussed  several  ways  we 
could  define  the  new  cost  centers  for 
purposes  of  hospital  reporting.  First,  we 
could  adopt  the  assumptions  behind 
RTFs  empirical  findings  and  require 
that  hospitals  simply  report  the  costs 
and  charges  associated  with  revenue 
code  0636  in  the  proposed  new  cost 
center  Drugs  with  High  Overhead  Cost 
Charged  to  Patients.  This  approach 
would  require  hospitals  to  report 
charges  and  costs  for  all  other  drugs  in 
the  proposed  new  cost  center  Drugs 
with  Low  Overhead  Cost  Charged  to 
Patients.  We  believ'ed  this  approach 
would  be  administratively  simple  for 
hospitals  to  implement  because  it  would 
easily  align  revenue  code  and  cost 
center  relationships  and  would  not 
require  hospitals  to  otherwise  categorize 
drugs  or  estimate  a  unique  pharmacy 
overhead  cost  for  each  drug. 
Notwithstanding  our  requirement  for 
hospitals  to  report,  consistent  with  CPT 
and  CMS  instructions,  all  services 
described  by  HCPCS  codes  provided  in 
an  encounter,  to  the  extent  that 
hospitals  reported  HCPCS  codes  for 
drugs  that  are  not  packaged,  this 
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approach  might  isolate  costs  and 
charges  for  drugs  that  are  separately 
paid  under  the  OPPS  for  purposes  of 
more  accurately  estimating  their  costs. 
While  we  believed  that  RTFs  findings 
suggested  an  increase  in  the  CCR  for 
adjustment  of  drug  charges  to  costs 
would  result  from  isolating  the  costs 
and  charges  for  drugs  hilled  under 
revenue  code  0636,  one  limitatibn  of 
this  approach  is  that  it  would  not  fully 
mitigate  the  disproportionate  allocation 
of  pharmacy  overhead  cost  reflected  in 
differential  markup.  Although  clearly  an 
improvement  in  accuracy  over  current 
cost  estimation,  it  is  likely  that 
significant  variability  in  markup  and 
overhead  cost  for  drugs  currently  billed 
under  revenue  code  0636  would  remain 
in  the  new  cost  center  CCR  for  Drugs 
with  High  Overhead  Cost  Charged  to 
Patients. 

Second,  we  could  set  a  cost  threshold 
for  drug  acquisition  and  pharmacy 
overhead  cost  for  purposes  of  including 
costs  and  charges  for  the  drug  in  one  of 
the  two  proposed  new  cost  centers.  If 
we  were  to  implement  this 
methodology,  we  potentially  could  set 
the  threshold  at  the  OPPS  drug 
packaging  threshold,  which  was 
proposed  to  be  $60  for  CY  2009.  This 
would  clearly  identify  those  drugs  that 
would  be  billed  in  each  cost  center 
because  all  drug  and  biological  HCPCS 
codes  would  be  assigned  either 
separately  payable  or  packaged  status 
under  the  CY  2009  OPPS.  However,  we 
believed  that  using  the  OPPS  drug 
packaging  threshold  could  be  too  low, 
and  probably  would  not  identify  a  cost 
point  that  would  maximize  cost 
differences  between  drugs  with 
relatively  high  pharmacy  overhead  cost 
and  drugs  with  relatively  low  pharmacy 
overhead  cost.  This  approach  has  the 
benefit  of  considering  cost,  which 
appears  largely  to  determine  the  amount 
of  markup  for  pharmacy  overhead  costs 
a  hospital  incorporates  into  drug 
charges.  Although  some  high  cost  drugs 
may  have  low  pharmacy  overhead  costs, 
in  general  this  alternative  might  do  a 
better  job  of  improving  cost  estimates 
for  drugs  with  high  pharmacy  overhead 
costs  through  the  use  of  more  specific 
CCRs  than  the  first  alternative 
discussed,  a  cost  center  that  would 
include  all  drugs  currently  billed  under 
revenue  code  0636.  On  the  other  hand, 
we  vVere  uncertain  as  to  how  we  would 
identify  the  most  appropriate  cost 
threshold  amount,  or  the  manner  and 
frequency  with  which  we  would  update 
the  threshold.  More  importantly,  we 
expressed  concern  that  identifying  the 
unique  acquisition  and  overhead  cost 
for  each  drug  could  impose  a 


comparable  administrative  burden  as 
other  prior  proposals. 

Third,  as  we  discussed  in  the 
proposed  rule,  we  could  also  set  a  cost 
threshold  for  pharmacy  overhead 
specifically  to  define  high  versus  low 
overhead  cost  for  purposes  of  reporting 
costs  and  charges  for  drugs  in  the  two 
new  cost  centers.  This  alternative  would 
require  hospitals  to  identify  the  cost  of 
pharmacy  overhead  for  every  drug  in 
order  to  assign  it  to  a  cost  center.  This  • 
approach  would  most  accurately  isolate 
drugs  with  high  and  low  overhead  costs, 
respectively.  Therefore,  the  resulting 
CCRs  would  better  estimate  the  average 
acquisition  and  overhead  cost  for  these 
drugs.  On  the  other  hand,  as  with  the 
second  alternative,  we  were  uncertain  as 
to  how  we  would  identify  the  most 
appropriate  pharmacy  cost  threshold 
amount,  or  the  manner  and  frequency 
with  which  we  would  update  the 
threshold.  Further,  this  approach  could 
also  impose  a  significant  hospital 
administrative  burden,  comparable  to 
the  burden  identified  by  commenters 
regarding  other  prior  proposals. 

A  fourth  approach  discussed  in  the 
proposed  rule  would  be  to  instruct 
hospitals  to  assign  those  drugs  they 
administer  in  the  OPPS  to  the  two 
proposed  new  cost  centers  according  to 
the  categories  discussed  in  the  CY  2006 
final  rule  with  comment  period  and 
presented  in  Table  24  of  the  CY  2009 
OPPS/ASC  proposed  rule.  Under  this 
methodology,  drugs  falling  in  CMS 
categories  1  and  2  would  be  billed 
under  revenue  codes  02 5X  or  063X 
(other  than  0636)  and  captured  in  the 
cost  report  in  the  proposed  new  cost 
center  Drugs  with  Low  Overhead  Cost 
Charged  to  Patients,  while  drugs  falling 
in  CMS  category  3  would  be  billed 
under  revenue  code  0636  and  reported 
in  the  proposed  new  cost  center  Drugs 
with  High  Overhead  Cost  Charged  to 
Patients.  CMS  would  provide  some 
examples  in  the  cost  report  in.structions 
of  appropriate  drugs  for  each  category. 
We  indicated  that  we  were  aware  that 
some  pharmacy  stakeholders  have 
already  categorized  drug  and  biological 
HCPCS  codes  into  the  three  CMS 
pharmacy  overhead  categories  that  were 
proposed  for  CY  2006.  Because 
pharmacy  overhead  costs  may  vary 
depending  on  the  preparation  of  a 
specific  product  at  an  individual 
hospital  and  hospital  accounting  also 
varies,  the  same  drug  could  appear  in  a 
different  cost  center  across  hospitals. 
However,  we  indicated  that  we  did  not 
believe  it  would  be  necessary  for 
hospitals  to  assign  exactly  the  same 
drugs  to  each  of  the  two  proposed  new 
cost  centers,  as  long  as  hospitals’ 
assessment  of  the  pharmacy  overhead 


cost  category  is  consistent  with  their 
billing  of  these  drugs  under  revenue 
codes  063X  (other  than  0636)  and  025X 
or  0636  and  the  inclusion  of  these  drugs 
in  the  associated  cost  centers. 
Prospectively,  the  OPPS  cost  estimation 
methodology  would  use  the  CCR 
calculated  for  the  proposed  new  cost 
center  Drugs  with  High  Overhead  Cost 
Charged  to  Patients  to  adjust  drug 
charges  billed  under  revenue  code  0636 
to  cost  and  the  CCR  calculated  for  the 
proposed  new  cost  center  Drugs  with 
Low  Overhead  Cost  Charged  to  Patients 
to  adjust  drug  charges  billed  under 
revenue  codes  025X  and  063X  (other 
than  0636)  to  cost  for  determining  drug 
acquisition  and  pharmacy  overhead 
costs.  We  indicated  in  the  proposed  rule 
that  we  believed  this  fourth  approach 
would  best  estimate  a  CCR  for  drugs 
with  high  pharmacy  overhead  cost  and 
relatively  low  markup  as  reflected  in 
hospitals’  charges.  Because  the  number 
of  drugs  in  pharmacy  overhead  category 
three  would  be  limited  based  on  the  . 
specific  category  description,  this 
approach  should  more  accurately 
address  the  limited  markup  for  very 
expensive  drugs  with  high  pharmacy 
overhead  costs,  where  charges  do  not 
reflect  the  hospitals’  pharmacy  overhead 
costs  for  those  drugs.  We  also  believed 
that  hospitals  would  find  this 
alternative  easier  to  implement  than  any 
policy  requiring  hospitals  to  identify  a 
unique  total  acquisition  and  overhead 
cost  or  a  specific  pharmacy  overhead 
cost  for  each  drug  for  purposes  of 
assigning  the  drug’s  costs  and  charges  to 
one  of  the  two  proposed  new  cost 
centers.  However,  we  realized  that  there 
would  still  be  some  additional 
administrative  burden  for  hospitals  that 
had  not  yet  determined  the  appropriate 
pharmacy  overhead  category  for  each  of 
their  drugs,  and  that  they  would  need  to 
educate  their  billing  staff,  to  modify 
their  chargemasters,  and  to  adapt  other 
billing  software. 

In  summary,  we  proposed  to  pay  for 
the  combined  average  acquisition  and 
pharmacy  overhead  cost  of  separately 
payable  drugs  and  biologicals  at  ASP+4 
percent  based  on  the  costs  of  separately 
payable  drugs  calculated  from  claims 
data  under  the  CY  2009  OPPS.  In 
addition,  we  proposed  to  create  two 
new  cost  centers  when  we  revise  the 
Medicare  hospital  cost  report  form, 
specifically  Drugs  with  High  Overhead 
Cost  Charged  to  Patients  and  Drugs  with 
Low  Overhead  Cost  Charged  to  Patients. 
We  indicated  that  we  expected  that 
CCRs  from  these  new  cost  centers  would 
be  available  in  2  to  3  years  to  refine 
OPPS  drug  cost  estimates  by  accounting 
for  differential  hospital  markup 
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practices  for  drugs  with  high  and  low 
pharmacy  overhead  costs.  In  the 
proposed  rule,  we  specifically  invited 
public  comment  on  the  policy  and 
operational  benefits,  challenges,  and 
concerns  that  might  be  associated  with 
these  proposals,  specifically  as  they 
related  to  our  proposed  approach  to 
distinguishing  between  drugs  and 
biologicals  for  purposes  of  inclusion  in 
the  two  proposed  new  cost  centers  and 
the  other  alternatives  discussed  above. 

During  its  August  2008  meeting,  the 
APC  Panel  recommended  that  CMS  not 
implement  the  proposed  change  to  the 
cost  center  for  drugs  on  the  Medicare 
cost  report.  In  addition,  the  Panel 
recommended  that  CMS  continue  to 
provide  payment  for  drugs  at  a  rate  of 
no  less  than  ASP+5  percent.  We  discuss 
our  response  to  these  recommendations 
along  with  our  responses  to  public 
comments  below. 

Comment:  A  few  commenters 
supported  CMS’  proposal  to  split  the 
single  standard  cost  center  for  drugs 
(5600 — Drugs  Charged  to  Patients)  into 
two  standard  cost  centers  (Drugs  With 
High  Overhead  Cost  Charged  to  Patients 
and  Drugs  With  Low  Overhead  Cost 
Charged  to  Patients).  Several  of  these 
commenters,  including  MedPAC, 
recommended  splitting  the  single  5600 
cost  center  into  several  cost  centers,  not 
just  the  two  presented  in  the  OPPS 
proposed  rule.  The  commenters 
believed  that  this  would  create  even 
more  accurate  CCRs  for  drug  cost 
estimates  that  could  be  used  for  future 
ratesetting  purposes. 

However,  the  majority  of  commenters 
did  not  support  this  proposal. 
Commenters  noted  that,  as  in  past 
proposals  made  by  CMS  to  more 
specifically  incorporate  differential 
hospital  charging  practices  for 
pharmacy  overhead  costs  in  ratesetting,, 
this  proposal  was  administratively 
burdensome  for  hospitals  and  was  not 
likely  to  result  in  reliable  information 
for  future  ratesetting  purposes.  The 
commenters  pointed  to  the  differences 
between  the  costs  of  drugs  provided  in 
the  HOPD,  which  include  significant 
personnel  and  specialized  equipment 
costs  that  would  need  to  be  allocated 
between  drugs  assigned  to  the  two 
proposed  cost  centers,  and  the  costs  of 
medical  supplies,  which  principally 
include  the  costs  of  the  items 
themselves.  They  cited  these  differences 
as  the  main  reason  many  commenters 
opposed  to  the  proposed  drug  cost 
center  split  in  turn  supported  the  policy 
finalized  in  the  FY  2009  IPPS  final  rule 
(73  FR  48453)  to  split  the  current  single 
cost  center  for  Medical  Supplies 
Charged  to  Patients  into  two  cost 
centers,  one  for  Medical  Supplies 


Charged  to  Patients  and  another  for 
Implantable  Devices  Charged  to 
Patients,  to  account  for  charge 
compression  in  the  payment  weights  for 
high  cost  medical  devices  under  the 
IPPS  and  the  OPPS.  While  this  latter 
change  was  operationally  feasible  for 
hospitals,  many  commenters  believed 
that  the  proposed  changes  to  the  cost 
center  for  drugs  were  either 
operationally  impossible  or  would  place 
a  significant  administrative  burden  on 
hospitals.  In  addition,  the  commenters 
noted  substantial  problems  with  each  of 
options  presented  for  classifying  drugs 
into  one  of  the  two  proposed  cost 
centers.  Finally,  the  commenters  noted 
that  the  associated  requirement  to  begin 
reporting  HCPCS  codes  for  inpatient 
drugs  was  not  possible  for  many 
hospitals  by  January  1,  2009. 

Some  commenters  also  expressed 
frustration  that  this  proposal  because  it 
was  based  in  the  hospital  cost  report, 
would  take  several  years  to  impact 
OPPS  payment  rates  for  drugs.  While 
only  a  few  commenters  requested  that 
CMS  implement  immediate  payment 
changes,  such  as  the  regression-based 
approach  recommended  by  RTI,  many 
other  commenters  specifically  rejected 
RTFs  recommendation  to  apply  a 
regression-based  approach  to  cost 
estimation  for  drugs  and  biologicals. 

Response:  Once  again,  we  appreciate 
the  commenters’  many  suggestions  on 
ways  to  collect  hospital  pharmacy  cost 
data  and  the  commenters’  concerns 
regarding  our  proposal.  As  noted  by  the 
overwhelming  majority  of  commenters, 
we  understand  that  our  CY  2009 
proposal  to  change  the  standard  cost 
center  for  drugs  could  lead  to  increased 
hospital  burden.  Our  intent  in  making 
this  proposal  was  to  address  the  issue  of 
differential  hospital  markup  policies  for 
drugs  that  stakeholders  believe  result  in 
inaccurate  hospital  payment  and  not  to 
create  hospital  burden.  We  have  made 
numerous  attempts  over  the  past  several 
years  to  adopt  methods  for  gathering 
hospital  information  regarding 
pharmacy  overhead  costs  for  possible 
use  in  future  OPPS  ratesetting. 

However,  all  of  our  prior  proposals  have 
resulted  in  feedback  citing  increased 
hospital  burden  and  recommendations 
that  we  not  adopt  any  of  the  proposals. 

We  remain  interested  in  finding 
methodologies  to  further  refine  our 
payment  methodology  for  drugs  and 
biologicals  under  the  OPPS.  While  we 
continue  to  believe  that  more  refined 
and  accurate  hospital  accounting  data 
are  the  preferred  long-term  solution  to 
mitigate  charge  compression  in  hospital 
cost-based  weights,  based  on  the  public 
comments  on  this  proposal  and  the 
recommendation  of  the  APC  Panel,  we 


have  decided  not  to  finalize  our 
proposal  to  split  the  5600  cost  center 
into  two  standard  cost  centers.  We 
remain  interested  in  continuing  our 
dialogue  with  hospital  stakeholders  as 
we  continue  to  explore  reasonable  ways 
to  allocate  pharmacy  overhead  costs  to 
low  and  high  cost  drugs  and  as  we 
further  analyze  the  stakeholder 
proposal,  discussed  above. 

Comment:  Some  commenters  agreed 
with  the  APC  Panel’s  recommendation 
to  continue  providing  payment  for 
separately  payable  drugs  at  no  less  than 
ASP+5  percent.  However,  the  majority 
of  commenters  recommended  that  CMSt 
provide  payment  for  separately  payable 
drugs  and  biologicals  at  ASP+6  percent 
for  CY  2009.  Some  commenters  noted 
that  payment  at  ASP+6  percent  would 
eliminate  a  site-of-service  differential 
that  would  otherwise  exist  between  the 
HOPD  and  physicians’  office  settings  if 
HOPDs  were  paid  at  ASP+4  percent,  as 
proposed,  while  physicians’  offices 
were  paid  at  ASP+6  percent  in  CY  2009. 

In  addition,  some  commenters 
expressed  concern  that  hospitals  may  be 
unable  to  purchase  many  drugs  at 
ASP+4  percent,  and  that  this  rate  would 
be  insufficient  for  certain  drugs  when 
considering  both  acquisition  costs  and 
pharmacy  overhead  costs.  The 
commenters  believed  that  the  proposed 
payment  rate  could  lead  to  access 
problems  for  Medicare  beneficiaries. 

Response:  In  analyzing  updated 
claims  data  for  the  CY  2009  final  rule 
with  comment  period,  we  again 
performed  the  analysis  described  in  the 
CY  2009  proposed  rule  by  comparing 
the  aggregate  costs  for  separately 
payable  drugs  and  Biologicals  on  claims 
to  the  ASP-based  payment  rates, 
weighting  these  HCPCS  codes  by  their 
OPPS  volumes,  and  calculating  an 
equivalent  average  ASP-based  payment 
rate  for  drugs  and  biologicals  provided 
in  HOPDs  for  CY  2009.  We  used 
updated  CY  2007  mean  unit  costs  and 
drug  volumes  and  updated  ASP  data  for 
this  final  rule  analysis  to  determine  the 
final  packaging  status  for  each  drug.  The 
result  of  our  final  analysis  using 
updated  hospital  claims  data  for  the  full 
CY  2007  year  and  updated  CCRs  is  that 
the  equivalent  average  ASP-based 
payment  amount  for  separately  payable 
drugs  and  biologicals,  including 
pharmacy  handling  costs,  is  equal  to 
ASP+2  percent  for  CY  2009.  Therefore, 
according  to  our  CY  2009  proposal  for 
payment  of  separately  payable  drugs 
and  biologicals  which  includes 
pharmacy  overhead  payment,  based  on 
separately  payable  drug  costs  from  CY 
2007  hospital  claims,  the  OPPS  payment 
rate  for  separately  payable  drugs  and 
biologicals  would  be  ASP+2  percent. 
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We  acknowledge  that  different 
payment  rates  for  drugs  and  biologicals 
provided  in  the  physician’s  office  and 
HOPD  settings  are  of  concern  to  some 
commenters.  However,  the  OPPS,  the 
MPFS  physician’s  office  payments  for 
services,  and  physician’s  office 
payments  for  Part  B  drugs  are  based  on 
very  different  payment  methodologies. 

In  particular,  the  OPPS  relies  upon  costs 
from  the  most  updated  claims  and 
Medicare  cost  report  data  to  develop 
payment  rates.  On  the  other  hand,  the 
MPFS  pays  for  services  based  on 
estimates  of  input  costs  and  pays  for 
drugs  and  biologicals  at  ASP+6  percent, 
as  required  by  statute.  Therefore,  it  is 
not  surprising  to  us  that  the  estimated 
costs  of  drug  and  biologicals  and  their 
associated  pharmacy  overhead,  like 
many  other  OPPS  services,  could  be 
different  in  the  HOPD  than  in  the 
physician’s  office,  resulting  in  different 
payments  in  the  two  settings.  We  do  not 
believe  that  different  payment  rates  for 
drugs  and  biologicals  in  HOPD  or 
physicians’  office  settings  would  create 
beneficiary  access  problems  for  drug 
administration  services  because  we  have 
not  seen  problems  with  access  in  the 
two  settings  for  other  types  of  services, 
including  diagnostic  studies,  surgical 
procedures,  and  visits,  which  generally 
have  different  payment  rates  under  the 
two  payment  systems  (unless  there  is  an 
applicable  externally  applied  statutory 
cap  to  payment,  such  as  the  cap  on 
jDayment  for  imaging  services  provided 
in  the  physician’s  office  based  on  the 
OPPS  rates). 

As  we  stated  in  the  CY  2008  OPPS/ 
ASC  final  rule  w’ith  comment  period  (72 
FR  66763),  after  a  period  of  continuing 
ASP+6  percent  payment  in  CY  2007 
while  we  gathered  additional 
information  regarding  pharmacy 
overhead  costs,  we  believe  that  it  is 
most  appropriate  at  this  point  to 
continue  to  pay  for  drugs  and 
biologicals  and  their  associated 
pharmacy  overhead  costs  using  an  ASP- 
based  system,  but  to  determine  the 
relative  ASP  percent  based  on  hospital 
costs  from  claims  rather  than  provide 
payment  at  ASP+6  percent  that  would 
be  paid  in  the  physician’s  office  or  at 
ASP+5  percent  as  recommended  by  the 
APC  Panel  for  CY  2009.  We  note  that, 
for  CY  2008,  we  adopted  a  payment  rate 
of  ASP+5  percent  as  a  transition 
between  the  CY  2007  OPPS  payment 
rate  of  ASP+6  and  the  claims-based  CY 
2008  final  rule  rate  of  ASP+3  percent. 

We  continue  to  believe  that  pharmacy 
overhead  and  handling  costs  are 
included  by  hospitals  in  their  drug 
charges  and  should  be  paid  through  the 
drug  payment  and  that  a  payment  rate 
reflecting  costs  from  claims  data  is 


appropriate.  However,  we  believe  that  a 
transition  to  a  refined  claims-based 
payment  methodology  continues  to  be 
appropriate  as  well,  while  we  further 
explore  the  complex  issues  surrounding 
hospital  allocation  of  pharmacy 
overhead  costs  to  drug  charges  and 
differential  hospital  drug  costs  based  on 
hospital  participation  in  the  340B 
program.  Therefore,  we  will  provide  a 
transitional  payment  rate  of  ASP+4 
percent  in  CY  2009  for  separately 
payable  drugs  and  biologicals,  the  same 
payment  rate  that  was  proposed  for  CY 
2009  based  on  hospital  claims  data 
available  for  the  CY  2009  OPPS/ASC 
proposed  rule.  Moreover,  we  note  that 
payment  at  ASP+4  percent  is  consistent 
with  a  50/50  blend  of  the  CY  2008 
payment  rate  of  ASP+5  percent  and  the 
final  CY  2009  equivalent  average  ASP- 
based  payment  amount  of  ASP+2 
percent,  as  caclculated  from  CY  2007 
claims-data  available  for  this  final  rule 
with  comment  period.  This  is  similar  to 
our  CY  2008  transition  methodology  for 
payment  of  separately  payable  drugs 
and  biologicals.  While  payment  at 
ASP+4  percent  is  slightly  higher  than 
the  equivalent  average  ASP-based 
payment  amount  for  all  hospitals  that 
we  calculated  from  hospital  costs 
according  to  the  methodology  we  have 
used  since  CY  2006,  we  believe  that 
another  transitional  payment  year 
appropriately  allows  for  a  gradual 
change  in  hospital  payment  from  the  CY 
2008  drug  payment  rate  to  a  refined 
claims-based  payment  methodology. 
This  CY  2009  transitional  payment 
should  help  to  ensure  continued  access 
to  separately  payable  drugs  and 
biologicals  in  the  HOPD,  while  also 
providing  us  with  another  year  to 
explore  the  complex  issues  surrounding 
hospital  allocation  of  pharmacy 
overhead  costs  to  drug  charges  and 
differential  hospital  drug  costs  based  on 
hospital  participation  in  the  340B 
program,  in  order  to  determine  if  a 
refined  methodology  could  improve 
payment  accuracy,  while  also  ensuring 
equitable  payments.  In  summary,  we 
will  provide  another  year  of  transitional 
payment  for  CY  2009  at  ASP+4  percent 
for  separately  payable  drugs  and 
biologicals  and  associated  pharmacy 
overhead  costs.  As  a  result,  we  are  not 
accepting  the  recommendation  of  the 
APC  Panel  to  continue  to  pay  for 
separately  payable  drugs  and  biologicals 
at  no  less  than  ASR+5  percent  for  CY 
2009. 

As  noted  above,  we  will  be  further 
exploring  the  impact  of  hospitals 
participating  in  the  340B  program  on 
hospital  drug  costs  calculated  from 
OPPS  claims  during  this  CY  2009 


transitional  year,  where  the  separately 
payable  drug  costs  from  OPPS  claims 
would  have  otherwise  led  us  to  pay  all 
hospitals  at  ASP+2  percent  according  to 
our  proposed  methodology.  Given 
stakeholders’  comments  about 
increasing  hospital  participation  in  the 
340B  program  and  the  significantly 
reduced  drug  acquisition  costs  that  may 
result,  we  are  considering  various 
approaches  to  improve  the  accuracy  of 
OPPS  payment  to  all  hospitals  for  the 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs, 
including  whether  we  should  use  the 
equitable  adjustment  authority  in 
section  1833(t)(2)(E)  of  the  Act  to  adjust 
OPPS  payments  to  hospitals  for 
separtately  payable  drugs  based  on 
hospitals’  participation  in  the  340B 
program,  so  that  drug  payment  for  the 
two  classes  of  hospitals  (340B 
participating  and  340B 
nonparticipating)  would  reflect  the 
average  drug  acquisition  and  pharmacy 
overhead  costs  specific  to  each  class  of 
hospital. 

Comment:  One  commenter  requested 
that  CMS  create  an  HCPC^  J-code  for 
tositumomab,  currently  provided  under 
a  radioimmunotherapy  regimen  and 
billed  as  part  of  HCPCS  code  G3001 
(Administration  and  supply  of 
tositumomab,  450  mg).  The  commenter 
argued  that  because  tositumomab  is 
listed  in  compendia,  is  approved  by  the 
FDA  as  part  of  the  BEXXAR®  regimen, 
and  has  its  own  National  Drug  Code 
(NDC)  number,  it  should  be  recognized 
as  a  drug  and,  therefore,  be  paid  as  other 
drugs  are  paid  under  the  OPPS 
methodology,  instead  of  having  a 
payment  rate  determined  by  hospital 
claims  data.  The  commenter  suggested 
that  a  payment  rate  could  be  established 
using  the  ASP  methodology. 

Response:  We  have  consistently  noted 
that  unlabeled  tositumomab  is  not 
approved  as  either  a  drug  or  a 
radiopharmaceutical,  but  it  is  a  supply 
that  is  required  as  part  of  the 
radioimmunotherapy  treatment  regimen 
(November  27,  2007  OPPS/ASC  final 
rule  with  comment  period  for  CY  2008 
(72  FR  66765);  November  10,  2005 
OPPS  final  rule  with  comment  period 
for  CY  2006  (70  FR  68654):  November 
7,  2003  OPPS  final  rule  with  comment 
period  for  CY  2004  (68  FR  63443)).  We 
do  not  make  separate  payment  for 
supplies  used  in  services  provided 
under  the  OPPS.  Payments  for  necessary 
supplies  are  packaged  into  payments  for 
the  separately  payable  services  provided 
by  the  hospital.  Specifically, 
administration  of  unlabeled 
tositumomab  is  a  complete  service  that 
qualifies  for  separate  payment  under  its 
own  clinical  APC.  This  complete  service 
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is  currently  described  by  HCPCS  code 
G3001.  Therefore,  we  do  not  agree  with 
the  commenter’s  recommendation  that 
we  should  assign  a  separate  HCPCS 
code  to  the  supply  of  unlabeled 
tositumomab.  Rather,  we  will  continue 
to  make  separate  payment  for  the 
administration  of  tositumomab,  and 
payment  for  the  supply  of  unlabeled 
tositumomab  is  packaged  into  the 
administration  payment. 

After  consideration  of  the  public 
comments  received  and  the 
recommendations  of  the  APC  Panel,  we 
are  finalizing  our  proposal  to  provide 
payment  for  nonpass-through  drugs  and 
biologicals  based  on  costs  calculated 
from  hospital  claims,  with  modification 
to  provide  a  1-year  transitional  rate  of 
ASP-(-4  percent  for  CY  2009.  Moreover, 
we  are  not  finalizing  our  proposal  to 
split  the  single  standard  drug  cost  center 
into  two  cost  centers.  Instead,  we  will 
continue  to  explore  other  potential 
approaches  to  improving  our  drug  cost 
estimation  to  improve  payment 
accuracy  for  separately  payable  drugs 
and  biologicals.  Furthermore,  we  did 
not  propose  to  adopt  and,  therefore,  are 
not  implementing  the  use  of  regression- 
based  CCRs  for  cost  estimation  in  any 
area  of  the  CY  2009  OPPS,  including 
drugs  requiring  detail  coding  and  IV 
solutions. 

c.  Payment  for  Blood  Clotting  Factors 

For  CY  2008,  we  are  providing 
payment  for  blood  clotting  factors  under 
the  OPPS  at  ASP-i-5  percent,  plus  an 
additional  payment  for  the  furnishing 
fee  that  is  also  a  part  of  the  payment  for 
blood  clotting  factors  furnished  in 
physicians’  offices  under  Medicare  Part 
B.  The  CY  2008  updated  furnishing  fee 
increased  by  4.0  percent  to  S0.158  per 
unit. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41492),  we  proposed  to  pay 
for  blood  clotting  factors  at  ASP+4 
percent,  consi.stent  with  our  proposed 
payment  policy  for  other  nonpass¬ 
through  separately  payable  drugs  and 
biologicals,  and  to  continue  our  policy 
for  payment  of  the  furnishing  fee  using 
an  updated  amount  for  CY  2009. 

Becau.se  the  furnishing  fee  update  is 
based  on  the  percentage  increase  in  the 
Consumer  Price  Index  (CPI)  for  medical 
care  for  the  12-month  period  ending 
with  June  of  the  previous  year  and  the 
Bureau  of  Labor  Statistics  releases  the 
applicable  CPI  data  after  the  MPFS  and 
OPPS/ASC  proposed  rules  were 
published,  we  were  not  able  to  include 
the  actual  updated  furnishing  fee  in  the 
proposed  rule.  Therefore,  in  accordance 
with  our  policy  as  finalized  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  h’R  66765),  we  will 


announce  the  actual  figure  for  the 
percent  change  in  the  applicable  CPI 
and  the  updated  furnishing  fee 
calculated  based  on  that  figure  through 
applicable  program  instructions  and 
posting  on  the  CMS  Web  site  at; 
http://w\vw.cms.hhs.gov/McrPartBDmg 
A  vgSalesPrice/. 

Comment:  Many  commenters 
supported  the  CY  2009  OPPS  proposal 
to  continue  to  provide  a  furnishing  fee 
for  blood  clotting  factors.  Several 
commenters  requested  that  CMS 
provide  payment  for  blood  clotting 
factors  at  a  rate  of  ASP+6  percent,  in 
addition  to  providing  the  furnishing  fee.. 

Response:  We  see  no  compelling 
reason  to  provide  payment  for  blood 
clotting  factors  under  a  different 
methodology  for  OPPS  purposes  at  this 
time.  We  believe  that  the  payment  rate 
of  ASP+4  percent  that  we  are  finalizing 
for  payment  of  all  separately  payable 
drugs  and  biologicals  in  CY  2009,  and 
the  additional  blood  clotting  factor 
furnishing  fee,  are  appropriate  and  will 
not  jeopardize  access  to  these  treatments 
in  the  hospital  outpatient  setting. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  provide  payment  for 
blood  clotting  factors  under  the  same 
methodology  as  other  separately  payable 
drugs  and  biologicals  under  the  OPPS 
and  to  continue  paying  an  updated 
furnishing  fee. 

4.  Payment  for  Therapeutic 
Radiopharmaceuticals 

a.  Background 

Section  303(h)  of  Public  Law  108-173 
exempted  radiopharmaceuticals  from 
ASP  pricing  in  the  physician’s  office 
setting.  Beginning  in  the  CY  2005  OPPS 
final  rule  with  comment  period,  we 
have  exempted  radiopharmaceutical 
manufacturers  from  reporting  ASP  data 
for  payment  purposes  under  the  OPPS. 
(For  more  information,  we  refer  readers 
to  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65811)  and  the 
CY  2006  OPPS  final  rule  with  comment 
period  (70  FR  68655).)  Consequently, 
we  did  not  have  ASP  data  for 
radiopharmaceuticals  for  consideration 
for  previous  years’  OPPS  ratesetting.  In 
accordance  with  section 
1833(t)(14)(B)(i)(I)  of  the  Act,  we  have 
classified  radiopharmaceuticals  under 
the  OPPS  as  SCODs.  As  such,  we  have 
paid  for  radiopharmaceuticals  at  average 
acquisition  cost  as  determined  by  the 
Secretary  and  subject  to  any  adjustment 
for  overhead  costs. 

Radiopharmaceuticals  also  are  subject  to 
the  policies  affecting  all  similarly 
classified  OPPS  drugs  and  biologicals. 


such  as  pass-through  payment  for 
diagnostic  and  therapeutic 
radiopharmaceuticals  and  individual 
packaging  determinatiops  for 
therapeutic  radiopharmaceuticals, 
discussed  earlier  in  this  final  rule  with 
comment  period. 

For  CYs  2006  and  2007,  wemsed 
mean  unit  cost  data  from  hospital 
claims  to  determine  each 
radiopharmaceutical’s  packaging  status 
and  implemented  a  temporary  policy  to 
pay  for  separately  payable 
radiopharmaceuticals  based  on  the 
hospital’s  charge  for  each 
radiopharmaceutical  adjusted  to  cost 
using  the  hospital’s  overall  CCR.  In 
addition,  in  the  CY  2006  final  rule  with 
comment  period  (70  FR  68654),  we 
instructed  hospitals  to  Include  charges 
for  radiopharmaceutical  handling  in 
their  charges  for  the 
radiopharmaceutical  products  so  these 
costs  would  be  reflected  in  the  CY  2008 
ratesetting  process.  We  note  that  this 
continues  to  be  our  expectation,  and  we 
believe  that  the  charges  for 
radiopharmaceuticals  in  the  CY  2007 
claims  data  that  we  are  using  for  this 
final  rule  with  comment  period  reflect 
both  the  acquisition  cost  of  the 
radiopharmaceutical  and  its  associated 
overhead.  The  methodology  of 
providing  separate  payment  based  on 
the  individual  hospital’s  overall  CCR  for 
CYs  2006  and  2007  was  finalized  as  an 
interim  proxy  for  average  acquisition 
cost  because  of  the  unique 
circumstances  associated  with 
providing  radiopharmaceutical  products 
to  Medicare  beneficiaries.  The  single 
OPPS  payment  represented  Medicare 
payment  for  both  the  acquisition  cost  of 
the  radiopharmaceutical  and  its 
associated  handling  costs. 

During  the  CY  2006  and  CY  2007 
rulemaking  processes,  we  encouraged 
hospitals  and  radiopharmaceutical 
stakeholders  to  assist  us  in  developing 
a  viable  long-term  prospective  payment 
methodology  for  these  products  under 
the  OPPS.  As  reiterated  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66766),  we  were  pleased 
to  note  that  we  had  many  discussions 
with  interested  parties  regarding  the 
availability  and  limitations  of 
radiopharmaceutical  cost  data. 

In  considering  payment  options  for 
therapeutic  radiopharmaceuticals  for  CY 
2008,  we  examined  several  alternatives 
that  we  discussed  in  our  CY  2008  OPPS/ 
ASC  proposed  rule  (72  FR  42738 
through  42739)  and  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66769  through  66770).  (We  refer  readers 
to  these  rules  for  a  fidl  discussion  of  all 
of  the  options  that  we  considered.)  After 
considering  the  options  and  the  public 
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comments  received,  we  finalized  a  CY 
2008  methodology  to  provide  a 
prospective  payment  for  therapeutic 
radiopharmaceuticals  (defined  as  those 
Level  II  HCPCS  codes  that  include  the 
term  “therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors)  using  mean  costs  derived 
from  the  CY  2006  claims  data,  where  the 
costs  are  determined  using  our  standard 
methodology  of  applying  hospital- 
specific  departmental  CCRs  to 
radiopharmaceutical  charges,  defaulting 
to  hospital-specific  overall  CCRs  only  if 
appropriate  departmental  CCRs  are 
unavailable  (72  FR  66?72).  In  addition, 
we  finalized  a  policy  to  package 
payment  for  all  diagnostic 
radiopharmaceuticals  (defined  as  Level 
II  HCPCS  codes  that  include  the  term 
“diagnostic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors)  for  CY  2008.  As-discussed 
in  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42739),  we  believed  that 
adopting  prospective  payment  based  on 
historical  hospital  claims  data  was 
appropriate  because  it  serv'ed  as  our 
most  accurate  available  proxy  for  the 
average  hospital  acquisition  cost  of 
separately  payable  therapeutic 
radiopharmaceuticals.  In  addition,  we 
noted  that  we  have  found  that  our 
general  prospective  payment 
methodology  based  on  historical 
hospital  claims  data  results  in  more 
consistent,  predictable,  and  equitable 
payment  amounts  across  hospitals  and 
likely  provides  incentives  to  hospitals 
for  efficiently  and  economically 
providing  these  outpatient  services. 

Prior  to  implementation  of  our 
finalized  CY  2008  methodology  of 
providing  a  prospective  payment  for 
therapeutic  radiopharmaceuticals, 
section  106(b)  of  Public  Law  110-173 
was  enacted  on  December  29,  2007,  that 
provided  payment  for  therapeutic 
radiopharmaceuticals  based  on 
individual  hospital  charges  adjusted  to 
cost.  Therefore,  hospitals  continue  to 
receive  payment  for  therapeutic 
radiopharmaceuticals  by  applying  the 
hospital-specific  overall  CCR  to  each 
hospital’s  charge  for  a  therapeutic 
radiopharmaceutical  from  January  1. 
2008  through  June  30.  2008.  As  we 
stated  in  the  CY  2009  OPPS/ASC 
proposed  rule,  thereafter,  the  OPPS 
would  provide  payment  for  separately 
payable  therapeutic 
radiopharmaceuticals  on  a  prospective 
basis,  with  payment  rates  based  upon 
mean  costs  from  hospital  claims  data  as 
set  forth  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period,  unless 
otherwise  required  by  law. 

Following  issuance  of  the  CY  2009 
OPPS/ASC  propo.sed  rule,  section  142  of 


Public  Law  110-275  amended  section 
1833(t)(16)(C)  of  the  Act,  as  amended  by 
section  106(a)  of  Public  Law  110—173,  to 
further  extend  the  payment  period  for 
therapeutic  radiopharmaceuticals  based 
on  hospitals’  charges  adjusted  to  cost 
through  December  31,  2009.  Therefore, 
we  have  continued  to  pay  hospitals  for 
therapeutic  radiopharmaceuticals  at 
charges  adjusted  to  cost  through  the 
remainder  of  CY  2008. 

b.  Payment  Policy 

Since  the  start  of  the  temporary  cost- 
based  payment  methodology  for 
radiopharmaceuticals  in  CY  2006,  we 
have  met  with  several  interested  parties 
on  a  number  of  occasions  regarding 
payment  under  the  OPPS  for 
radiopharmaceuticals  and  have  received 
numerous  different  suggestions  from 
these  stakeholders  regarding  payment 
methodologies  that  we  could  employ  for 
future  use  under  the  OPPS. 

In  the  CY  2008  OPPS/ASC  final  rule 
w'ith  comment  period  (72  FR  66771),  we 
solicited  comments  requesting 
interested  parties  to  provide  information 
related  to  if  and  how'  the  existing  ASP 
methodology  could  be  used  to  establish 
payment  for  specific  therapeutic 
radiopharmaceuticals  under  the  OPPS. 
We  received  several  responses  to  our 
request  for  comments. 

Similar  to  the  recommendations  w'e 
received  during  the  CY  2008  OPPS/ASC 
proposed  rule  comment  period  (72  FR 
66770),  w'e  received  several  suggestions 
regarding  the  establishment  of  an  OPPS- 
specific  methodology  for 
radiopharmaceutical  payment  that 
would  be  similar  to  the  ASP 
methodology,  without  following  the 
established  ASP  procedures  referenced 
at  section  1847A  of  the  Act  and 
implemented  through  rulemaking.  Some 
commenters  recommended  using 
external  data  submitted  by  a  variety  of 
sources  other  than  manufacturers.  Along 
this  line,  the  commenters  suggested 
gathering  information  from  nuclear 
pharmacies  using  methodologies  with  a 
variety  of  names  such  as  Nuclear 
Pharmacy  Calculated  Invoiced  Price 
(Averaged)  (CIP)  and  Calculated 
Pharmacy  Sales  Price  (CPSP).  Other 
commenters  recommended  that  CMS 
base  payment  for  certain 
radiopharmaceuticals  on  manufacturer- 
reported  ASP. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66771),  a  rate.setting  approach  based  on 
external  data  would  be  administratively 
burdensome  for  us  because  we  would  be 
required  to  collect,  process,  and  revitJW' 
external  information  to  ensure  that  the 
information  was  valid,  reliable,  and 
representative  of  a  diverse  group  of 


hospitals  and,  therefore,  could  be  used 
to  establish  rates  for  all  hospitals. 
However,  we  specifically  requested 
additional  comments  regarding  the  use 
of  the  exi.sting  ASP  reporting  structure 
for  therapeutic  radiopharmaceuticals  as 
this  established  methodology  is  already 
used  for  payment  of  other  drugs 
provided  in  the  hospital  outpatient 
setting  (72  FR  66771).  While  we 
received  several  recommendations  from 
commenters  on  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period 
regarding  payment  of  therapeutic 
radiopharmaceuticals  based  on 
estimated  costs  provided  by 
manufacturers  or  other  parties,  we 
believe  that  the  use  of  external  data  for 
payment  of  therapeutic 
radiopharmaceuticals  should  only  be 
adopted  if  those  external  data  are 
subject  to  the  same  well-established 
regulatory  framework  as  the  ASP  data 
currently  used  for  payment  of  separately 
payable  drugs  and  biologicals  under  the 
OPPS.  We  have  previously  indicated 
that  nondevice  external  data  used  for 
setting  payment  rates  should  be  publicly 
available  and  representative  of  a  diverse 
group  of  hospitals  both  by  location  and 
type.  In  addition,  nondevice  external 
data  sources  also  would  have  to  be 
identified.  We  do  not  believe  that 
external  therapeutic 
radiopharmaceutical  cost  data 
voluntarily  provided  outside  of  the 
established  ASP  methodology,  either  by 
manufacturers  or  nuclear  pharmacies, 
would  generally  satisfy  these  criteria 
that  are  minimum  standards  for  setting 
OPPS  payment  rates. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66770),  at  its  September  2007  meeting, 
the  APC  Panel  recommended  that  CMS 
create  a  composite  APC  for  Bexxar  or 
related  therapies  and  present  it  for  the 
APC  Panel’s  consideration  at  the  next 
APC  Panel  meeting.  We  accepted  this 
recommendation  and  modeled  a 
radioimmunotherapy  (RIT)  composite 
APC  for  both  Bexxar  and  Zevalin 
therapies  using  our  final  rule  CY  2008 
claims  database.  We  discussed  this 
analysis  with  the  APC  Panel  at  its 
March  2008  meeting. 

To  perform  this  analysis  for  the  APC 
Panel,  we  first  identified  all  claims  that 
had  an  occurrence  of  a  case-defining 
therapeutic  radiopharmaceutical  HCPCS 
code  used  for  a  RIT  treatment:  A9545 
(Iodine  1-131  tositumomab,  therapeutic, 
per  treatment  dose)  and  A9543  (Yttrium 
Y-90  ibritumomab  tiuxetan, 
therapeutic,  per  treatment  dose,  up  to  40 
millicuries).  We  then  identified  what  w'e 
considered  to  be  the  HCPCS  codes  for 
services  and  products  associated  with 
RIT,  based  on  information  from  the 
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manufacturers  and  suggestions  from 
CMS  medical  advisors  and  identified 
associated  claims  (using  beneficiary 
health  insurance  claim  (HIC)  numbers) 
to  develop  the  total  median  cost  for  a 
RIT  composite  APC. 

We  note  that  very  few  hospitals  billed 
all  of  the  HCPCS  codes  for  an  individual 
beneficiary  that  we  expected  to  be 
reported  for  a  case  of  RIT  treatment.  We 
used  this  “HIC-linked”  file  consisting  of 
all  associated  claims  for  each 
beneficiary  from  one  hospital  that  we 
considered  to  be  part  of  a  single  case  of 
RIT  treatment  to  develop  a  composite 
APC  cost  estimate  for  a  course  of  RIT 
treatment,  where  a  case  required:  (1) 
HCPCS  code  A9545  or  A9543;  (2)  a 
HCPCS  code  for  either  nonradiolabeled 
tositumomab  (G3001  (Administration  or 
supply  of  tositumomab,  450  mg))  or 
rituximab  (J9310  (Rituximab,  100  mg)) 
(which  also  would  indicate  the  start  of 
a  RIT  case):  (3)  a  HCPCS  code  for  the 
corresponding  diagnostic 
radiopharmaceutical  (A9544  (Iodine  I- 
131  tositumomab,  diagnostic,  per  study 
dose)  or  A9542  (Indium  In-111, 
ibritumomab  tiuxetan,  diagnostic,  per 
study  dose,  up  to  5  millicuries));  and  (4) 
at  least  one  instance  of  a  diagnostic 
imaging  service  (CPT  code  78804 
(Radiopharmaceutical  localization  of 
tumor  or  distribution  of 
radiopharmaceutical  agent(s):  whole 
body,  requiring  two  or  more  days 
imaging))  prior  to  the  administration  of 
the  therapeutic  radiopharmaceutical.  In 
addition,  in  order  to  further  define  the 
case  for  an  estimate  of  a  composite  APC 
cost,  we  did  not  include  the  costs  of 
services  occurring  on  dates  before  the 
provision  of  the  nonradiolabeled 
tositumomab  or  rituximab  or  after  the 
administration  of  the  therapeutic 
radiopharmaceutical. 

Other  services  we  expected  to  be 
reported  for  a  case,  such  as  CPT  code 
79403  (Radiopharmaceutical  therapy, 
radiolabeled  monoclonal  antibody  by 
intravenous  infusion)  and  CPT  code 
77300  (Basic  radiation  dosimetry 
calculation,  central  axis  depth  dose 
calculation,  TDF,  NSD,  gap  calculation, 
off  axis  factor,  tissue  inhomogeneity 
factors,  calculation  of  non-ionizing 
radiation  surface  and  depth  dose,  as 
required  during  course  of  treatment, 
only  when  prescribed  by  the  treating 
physician),  were  considered  optional 
and,  although  they  were  not  required  in 
order  to  determine  the  RIT  case,  the 
costs  of  these  associated  services  were 
included  when  we  established  the 
median  cost  of  the  RIT  composite  APC. 

We  determined  that  the  median  cost 
for  the  RIT  composite  APC,  including 
required  and  optional  additional 
services  directly  related  to  the  RIT 


treatment,  would  be  approximately 
$19,000.  This  figure  represents,  at  a 
minimum,  the  estimated  cost  of  the 
nonradiolabeled  tositumomab  (or 
rituximab),  the  diagnostic 
radiopharmaceutical,  the  therapeutic 
radiopharmaceutical,  and  the  imaging, 
based  on  costs  from  hospital  claims 
data. 

Upon  review  of  this  study,  the  APC 
Panel,  at  its  March  2008  meeting, 
recommended  that  CMS  pursue  a  RIT 
composite  APC  that  uses  existing  claims 
and  stakeholder  data  to  establish 
appropriate  payment  rates  for  RIT 
protocols.  In  addition,  the  APC  Panel 
recommended  that  CMS  provide 
specific  guidance  to  hospitals  on 
appropriate  billing  for  RIT  under  a 
composite  APC  methodology.  As  we 
discussed  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41495),  we  are  not 
accepting  these  recommendations  of  the 
APC  Panel.  First,  we  do  not  believe  it 
would  be  appropriate  to  incorporate 
external  data  into  a  composite  APC 
methodology,  when  composite  APC 
median  costs  for  a  comprehensive 
service  that  the  composite  APC 
describes  are  based  upon  reported 
hospital  costs  on  claims  as  described  in 
section  II.A.2.e.  of  this  final  rule  with 
comment  period.  As  we  have  hospital 
costs  ft’om  CY  2007  claims  for  the 
services  that  would  be  paid  through  a 
RIT  composite  APC,  we  would  have  no 
reason  to  use  external  stakeholder  data 
instead  of  reported  hospital  costs  for 
ratesetting  for  such  an  APC.  In  addition, 
as  the  APC  Panel  alluded  to  in  its 
second  recommendation  regarding 
billing  guidance  to  hospitals,  our  claims 
analysis  demonstrated  that,  according  to 
hospital  claims  data,  apparently  few 
patients  actually  received  all  the 
component  services  associated  with  RIT 
treatment  from  a  single  hospital,  or 
many  RIT  treatments  were  incorrectly 
reported  by  hospitals.  A  composite  APC 
payment  provides  more  accurate 
payment  for  a  set  of  major  services  with 
only  limited  variation  from  hospital  to 
hospital  or  from  case  to  case  and  relies 
on  correctly  coded  claims  for  the 
comprehensive  service  to  develop  the 
composite  cost,  whereas  RIT  treatment 
does  not  appear  to  have  these 
characteristics.  Stakeholders  have 
confirmed  that  a  proportion  of  patients 
receiving  a  diagnostic 
radiopharmaceutical  and  imaging  in 
preparation  for  RIT  treatment  do  not  go 
on  to  receive  the  therapeutic 
radiopharmaceutical  for  a  variety  of 
specific  clinical  reasons.  Furthermore, 
the  whole  course  of  RIT  treatment  may 
occur  over  a  several  week  period,  and 
the  challenges  associated  with 


instructing  hospitals  to  report 
component  services  in  a  timely  fashion 
that  would  allow  the  I/OCE  to 
determine  whether  a  composite  ^ 

payment  would  be  appropriate  are 
significant.  Therefore,  as  we  proposed, 
we  believe  it  would  be  premature  to 
make  payment  of  a  composite  APC  for 
RIT  treatment  for  CY  2009. 

We  received  comments  on  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period  from  certain 
radiopharmaceutical  manufacturers  who 
indicated  that  the  standard  ASP 
methodology  could  be  used  for  payment 
of  certain  therapeutic 
radiopharmaceutical  products. 
Specifically,  these  manufacturers 
expressed  interest  in  providing  ASP  for 
their  therapeutic  radiopharmaceutical 
products  as  a  basis  for  payment  under 
the  OPPS.  We  appreciate  thfe 
willingness  of  these  manufacturers  to 
provide  ASP  data,  but  we  recognize  that 
payment  based  on  the  ASP  methodology 
may  not  be  possible  for  all  therapeutic 
radiopharmaceuticals  if  manufacturers 
are  unable  or  unwilling  to  voluntarily 
submit  ASP  data.  Therefore,  in  the  CY 

2009  OPPS/ASC  proposed  rule,  we 
proposed  the  following  payment 
methodology  for  therapeutic 
radiopharmaceuticals  under  the  CY 
2009  OPPS.  For  therapeutic 
radiopharmaceuticals  where  ASP 
information  is  submitted  through  the 
established  ASP  process  by  all. 
manufacturers  of  the  specific 
therapeutic  radiopharmaceutical,  we 
proposed  to  provide  payment  for  the 
average  acquisition  and  associated 
handling  costs  of  the  therapeutic 
radiopharmaceutical  at  the  same  relative 
ASP-based  amount  (proposed  at  ASP+4 
percent  for  CY  2009)  that  we  would  pay 
for  separately  payable  drugs  and 
biologicals  in  CY  2009  under  the  OPPS. 
If  sufficient  ASP  information  is  not 
submitted  or  appropriately  certified  by 
the  manufacturer  for  a  given  calendar 
year  quarter,  for  that  quarter  we 
proposed  that  the  OPPS  would  provide 
a  prospective  payment  based  on  the 
mean  cost  from  hospital  claims  data  as 
displayed  in  Table  25  of  the  proposed 
rule,  as  this  was  the  methodology 
finalized  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period. 

Further,  we  proposed  to  continue  the 
methodology,  as  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66772),  of 
eliminating  claims  from  providers  that 
consistently  (more  than  2  times) 
reported  charges  in  the  CY  2007  claims 
data  that  were  less  than  $100  when 
converted  to  costs  for  HCPCS  codes 
A9543  and  A9545  as  part  of  the  usual 
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ratesetting  process.  We  believed  that 
this  would  mitigate  the  effects  of  using 
incorrectly  coded  claims  from  several 

(providers  in  our  standard  ratesetting 

methodology  which  calculates  the  mean 
I  costs  for  these  two  products  from  the 
I  claims  available  for  the  update  year, 

i  Because  we  did  not  have  ASP  data  for 

I  therapeutic  radiopharmaceuticals  that 

were  used  for  payment  in  April  2008, 
the  proposed  payment  rates  included  in 
Addenda  A  and  B  to  the  proposed  rule 
were  based  on  mean  costs  from 
historical  hospital  claims  data  available 
for  the  proposed  rule.  Under  our 
proposal  that  would  initially  look  to 
ASP  data  to  establish  the  payment  rates 
for  separately  payable  therapeutic 
radiopharmaceuticals,  beginning  in  CY 
j  2009,  we  proposed  to  update  the 
‘  payment  rates  for  therapeutic 

radiopharmaceuticals  quarterly  as  new 
ASP  data  become  available,  just  as  we 
would  update  the  payment  rates  for 
separately  payable  drugs  and  biologicals 
under  the  OPPS. 

We  proposed  to  allow  manufacturers 
to  submit  ASP  information  for  any 
separately  payable  therapeutic 
radiopharmaceutical  for  payment 
purposes  under  the  OPPS.  However,  we 
did  not  propose  to  compel 
manufacturers  to  submit  ASP 
information.  The  ASP  data  submitted 
would  need  to  be  provided  for  a  patient- 
specific  dose,  or  patient-ready  form,  of 
the  therapeutic  radiopharmaceutical  in 
order  to  properly  calculate  the  ASP 
amount  for  a  given  HCPCS  code.  In 
addition,  in  those  instances  where  there 
is  more  than  one  manufacturer  of  a 
particular  therapeutic 
radiopharmaceutical,  we  noted  that  all 
manufacturers  would  need  to  submit 
ASP  information  in  order  for  payment  to 
be  made  on  an  ASP  basis.  In  tbe 
proposed  rule,  we  specifically  requested 
public  comment  on  the  development  of 
a  crosswalk,  similar  to  the  NDC/HCPCS 
crosswalk  for  separately  payable  drugs 
and  biologicals  posted  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/01a_2008 
aspfiles.asp,  for  use  for  therapeutic 
radiopharmaceuticals.  We  believed  that 
the  use  of  ASP  information  for  OPPS 
payment  would  provide  an  opportunity 
to  improve  payment  accuracy  for  these 
products  by  applying  an  established 
methodology  that  has  already  been 
successfully  implemented  under  the 
OPPS  for  other  separately  payable  drugs 
and  biologicals.  As  is  the  case  with 
other  drugs  and  biologicals  subject  to 
ASP  reporting,  in  order  for  a  therapeutic 
radiopharmaceutical  to  receive  payment 
based  on  ASP  beginning  January  1, 

2009,  we  would  need  to  receive  ASP 
information  from  the  manufacturer  in 


October  2008  that  would  reflect 
therapeutic  radiopharmaceutical  sales 
in  the  third  quarter  of  CY  2008  (July  1, 
2008  through  September  30,  2008).  We 
indicated  that  these  data  would  not  be 
available  for  publication  in  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  but  would  be  included  in  the 
January  2009  OPPS  quarterly  release 
that  would  update  the  payment  rates  for 
separately  payable  drugs,  biologicals, 
and  therapeutic  radiopharmaceuticals 
based  on  the  most  recent  ASP  data, 
consistent  with  our  customary  practice 
over  the  past  3  years  when  we  have 
used  the  ASP  methodology  for  payment 
of  separately  payable  drugs  and 
biologicals  under  the  OPPS.  In  addition, 
we  indicated  our  need  to  receive 
information  from  radiopharmaceutical 
manufacturers  that  would  allow  us  to 
calculate  a  unit  dose  cost  estimate  based 
on  the  applicable  HCPCS  code  for  the 
therapeutic  radiopharmaceutical. 

We  realize  that  not  all  therapeutic 
radiopharmaceutical  manufacturers  may 
be  willing  or  able  to  submit  ASP 
information  for  a  variety  of  reasons.  We 
proposed  to’  provide  payment  at  the  ASP 
rate  if  ASP  information  is  available  for 
a  given  calendar  year  quarter  or,  if  ASP 
information  is  not  available,  we 
proposed  to  provide  payment  based  on 
the  most  recent  hospital  mean  unit  cost 
data  that  we  have  available.  We  believed 
that  both  methodologies  represented  an 
appropriate  and  adequate  proxy  for 
average  hospital  acquisition  cost  and 
associated  handling  costs  for  these 
products.  Therefore,  if  ASP  information 
for  the  appropriate  period  of  sales 
related  to  payment  in  any  CY  2009 
quarter  was  not  available,  we  would  rely 
on  the  CY  2007  mean  unit  cost  data 
derived  from  hospital  claims  to  set  the 
payment  rates  for  therapeutic 
radiopharmaceuticals.  We  noted  that 
this  is  not  the  usual  OPPS  process  that 
relies  on  alternative  data  sources,  such 
as  WAC  or  AWP,  when  ASP  information 
is  temporarily  unavailable,  prior  to 
defaulting  to  the  mean  unit  cost  from 
hospital  claims  data.  We  proposed  to 
use  this  methodology  specifically  for 
therapeutic  radiopharmaceuticals 
whereby  we  would  immediately  default 
to  the  mean  unit  cost  from  hospital 
claims  if  sufficient  ASP  data  were  not 
available  because  we  were  not 
proposing  to  require  therapeutic 
radiopharmaceutical  manufacturers  to 
report  ASP  data  at  this  time.  We  did  not 
believe  that  WAC  or  AWP  would  be  an 
appropriate  proxy  for  OPPS  payment  for 
average  therapeutic 
radiopharmaceutical  acquisition  cost 
and  associated  handling  costs  when 
manufacturers  would  not  be  required  to 


submit  ASP  data  and,  therefore, 
payment  based  on  WAC  or  AWP  could 
continue  for  the  full  calendar  year.  We 
remind  readers  that  WAC  or  AWP 
provide  temporary  payment  rates  for 
drugs  under  the  umbrella  of  the  general 
ASP  methodology,  and  these  are 
typically  used  while  we  are  awaiting 
ASP  information  on  actual  sales  prices 
to  be  submitted  by  drug  manufacturers. 
We  do  not  believe  that  it  would  be  most 
appropriate  to  provide  payment  through 
WAC  or  AWP  on  a  long-term  basis  for 
radiopbarmaceuticals  sold  by  those 
manufacturers  that  choose  not  to  or 
cannot  submit  ASP  information. 

Similar  to  the  ASP  process  already  in 
place  for  drugs  and  biologicals,  we 
proposed  to  update  ASP  data  for 
therapeutic  radiopharmaceuticals 
through  our  quarterly  process  as 
updates  become  available.  In  addition, 
we  proposed  to  assess  the  availability  of 
ASP  data  for  therapeutic 
radiopharmaceuticals  quarterly,  and  if 
ASP  data  became  available  midyear,  we 
would  transition  at  the  next  available 
quarter  to  ASP-based  payment.  For 
example,  if  ASP  data  were  not  available 
for  the  quarter  beginning  January  2009 
(that  is,  ASP  information  reflective  of 
third  quarter  CY  2008  sales  are  not 
submitted  in  October  2008),  the  next 
opportunity  to  begin  payment  based  on 
ASP  data  for  a  therapeutic 
radiopharmaceutical  would  be  April 
2009  if  ASP  data  reflective  of  fourth 
quarter  CY  2008  safes  were  submitted  in 
January  2009. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  provide 
payment  for  therapeutic 
radiopharmaceuticals  based  on  the  ASP 
methodology.  While  some  commenters 
acknowledged  that  ASP  reporting  may 
not  be  possible  for  all  therapeutic 
radiopharmaceutical  manufacturers, 
several  commenters  noted  their  intent  to 
begin  providing  CMS  with  ASP  data  for 
specific  therapeutic 
radiopharmaceuticals  in  CY  2009. 

Finally,  while  many  commenters 
noted  that  Public  Law  110-275  would 
not  allow  the  proposed  ASP 
methodology  to  be  adopted  for  CY  2009, 
many  commenters  urged  CMS  to 
consider  this  methodology  for  CY  2010 
and  beyond. 

Response:  We  appreciate  the  support 
for  our  proposal  to  provide  payment  for 
therapeutic  radiopharmaceuticals  based 
on  the  ASP  methodology  for  CY  2009. 
However,  as  the  commenters  noted. 
Public  Law  110-275  has  directed  us  to 
provide  payment  for  therapeutic 
radiopharmaceuticals  at  hospital 
charges  adjusted  to  cost  throughout  CY 
2009.  Therefore,  our  CY  2009  payment 
methodology  for  therapeutic 
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radiopharmaceuticals  will  be  made  in 
accordance  with  the  statutory 
requirements.  However,  we  appreciate 
the  comments  on  the  use  of  the  ASP 
methodology  and  will  consider  them  as 
we  proceed  with  our  CY  2010 
ratesetting  process. 

After  consideration  of  the  public 
comments  received,  and  taking  into 


account  the  requirements  of  Public  Law 
110-275,  we  are  finalizing  a  policy  to 
provide  payment  for  all  therapeutic 
radiopharmaceuticals  listed  in  Table  29 
below  at  hospital  charges  adjusted  to 
cost  for  CY  2009.  These  therapeutic 
radiopharmaceuticals  are  assigned 
status  indicator  “H”  in  Addendum  B  to 


this  final  rule  with  comment  period,  as 
discussed  in  section  XIIl.A.  of  this  final 
rule  with  comment  period.  As  described 
earlier,  we  are  continuing  to  define 
therapeutic  radiopharmaceuticals  as 
those  radiopharmaceuticals  that  contain 
the  word  “therapeutic”  in  their  long 
HCPCS  codes  descriptors. 


Table  29— CY  2009  Therapeutic  Radiopharmaceuticals  Paid  at  Charges  Adjusted  to  Cost 


CY  2009  HCPCS  code 

CY  2009  short  descriptor 

Final  CY 
2009  APC 

Final  CY 
2009  SI 

A9517  . 

1131  iodide  cap,  rx  . . . .-. . 

1064 

H 

A9530  . 

1 131  iodide  sol,  rx  . 

1150 

H 

A9543  . 

Y90  ibritumomab,  rx  . 

1643 

H 

A9545  . 

1131  tositumomab,  rx  . 

1645 

H 

A9563  . 

P32  Na  phosphate  . . . 

1675 

H 

A9564  . . . 

P32  chromic  phosphate  . . 

1676 

H 

A9600  . 

Sr89  strontium  . 

0701 

H 

A9605  . 

Sm  153  lexidronm . . . 

0702 

H 

5.  Payment  for  Nonpass-Through  Drugs, 
Biologicals,  and  Radiopharmaceuticals 
With  HCPCS  Codes,  but  Without  OPPS 
Hospital  Claims  Data 

Public  Law  108-173  does  not  address 
the  OPPS  payment  in  CY  2005  and  after 
for  drugs,  biologicals,  and 
radiopharmaceuticals  that  have  assigned 
HCPCS  codes,  but  that  do  not  have  a 
reference  AWP  or  approval  for  payment 
as  pass-through  drugs  or  biologicals. 
Because  there  is  no  statutory  provision 
that  dictated  payment  for  such  drugs 
and  biologicals  in  CY  2005,  and  because 
we  had  no  hospital  claims  data  to  use 
in  establishing  a  payment  rate  for  them, 
we  investigated  several  payment  options 
for  CY  2005  and  discussed  them  in 
detail  in  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65797 
through  65799). 

For  CYs  2005  to  2007,  we 
implemented  a  policy  to  provide 
separate  payment  for  new  drugs, 
biologicals,  and  radiopharmaceuticals 
with  HCPCS  codes,  but  which  did  not 
have  pass-through  status,  at  a  rate  that 
was  equivalent  to  the  payment  they 
received  in  the  physician’s  office 
setting,  established  in  accordance  with 
the  ASP  methodology.  For  CY  2008,  we 
finalized  a  policy  to  provide  payment 
for  new  drugs  and  biologicals  with 
HCPCS  codes  but  which  did  not  have 
pass-through  status  and  were  without 
OPPS  hospital  claims  data,  at  ASP+5 
percent,  consistent  with  the  final  OPPS 
payment  methodology  for  other 
separately  payable  drugs  and 
biologicals.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41496),  we 
proposed  to  continue  this  methodology 
for  CY  2009.  Therefore,  for  CY  2009,  we 
proposed  to  provide  payment  for  new 


drugs  and  biologicals  with  HCPCS 
codes,  but  which  do  not  have  pass¬ 
through  status  and  are  without  OPPS 
hospital  claims  data,  at  ASP-i-4  percent, 
consistent  with  the  CY  2009  proposed 
payment  methodology  for  other 
separately  payable  nonpass-through 
drugs  and  biologicals.  We  believed  that 
this  policy  would  ensure  that  new 
nonpass-through  drugs  and  biologicals 
would  be  treated  like  other  drugs  and 
biologicals  under  the  OPPS,  unless  they 
are  granted  pass-through  status.  Only  if 
they  are  pass-through  drugs  and 
biologicals  would  they  receive  a 
different  payment  for  CY  2009, 
generally  equivalent  to  the  payment 
these  drugs  and  biologicals  would 
receive  in  the  physician’s  office  setting, 
consistent  with  the  requirements  of  the 
statute.  We  proposed  to  continue 
packaging  payment  for  all  new  nonpass¬ 
through  diagnostic 
radiopharmaceuticals  in  CY  2009. 

In  accordance  with  the  ASP 
methodology,  in  the  absence  of  ASP 
data,  we  proposed,  for  CY  2009,  to 
continue  the  policy  we  implemented 
beginning  in  CY  2005  of  using  the  WAC 
for  the  product  to  establish  the  initial 
payment  rate  for  new  nonpass-through 
drugs  and  biologicals  with  HCPCS 
codes,  but  which  were  without  OPPS 
claims  data.  However,  we  noted  that  if 
the  WAC  was  also  unavailable,  we 
would  make  payment  at  95  percent  of 
the  product’s  most  recent  AWP.  We  also 
proposed  to  assign  status  indicator  “K” 
to  HCPCS  codes  for  new  drugs  and 
biologicals  for  which  we  had  not 
received  a  pass-through  application.  We 
further  noted  that,  with  respect  to  new 
items  for  which  we  did  not  have  ASP 
data,  once  their  ASP  data  became 


available  in  later  quarter  submissions, 
their  payment  rates  under  the  OPPS 
would  be  adjusted  so  that  the  rates 
would  be  based  on  the  ASP 
methodology  and  set  to  the  finalized 
ASP-based  amount  (proposed  for  CY 
2009  at  ASP+4  percent)  for  items  that 
had  not  been  granted  pass-through 
status.  Furthermore,  we  proposed  to 
package  payment  for  new  HCPCS  codes 
that  describe  nonpass-through 
biologicals  that  are  only  implantable,  as 
discussed  further  in  section  V.A.2.  of 
this  final  rule  with  comment  period. 

For  CY  2009,  we  also  proposed  to 
base  payment  for  new  therapeutic 
radiopharmaceuticals  with  HCPCS 
codes  as  of  January  1,  2009,  but  which 
did  not  have  pass-through  status,  on  the 
WACs  for  these  products  if  ASP  data  for 
these  therapeutic  radiopharmaceuticals 
were  not  available.  If  the  WACs  were 
also  unavailable,  we  proposed  to  make 
payment  for  new  therapeutic 
radiopharmaceuticals  at  95  percent  of 
their  most  recent  AWPs  because  we 
would  not  have  mean  costs  from  • 
hospital  claims  data  upon  which  to  base 
payment.  Analogous  to  new  drugs  and 
biologicals,  we  proposed  to  assign  status 
indicator  "K”  to  HCPCS  codes  for  new 
therapeutic  radiopharmaceuticals  for 
which  we  had  not  received  a  pass¬ 
through  application. 

Consistent  with  other  ASP-based 
payments,  for  CY  2009,  we  proposed  to 
make  any  appropriate  adjustments  to 
the  payment  amounts  for  new  drugs  and 
biologicals  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period  and  also 
on  a  quarterly  basis  on  our  Web  site 
during  CY  2009  if  later  quarter  ASP 
submissions  (or  more  recent  WACs  or 
AWPs)  indicated  that  adjustments  to  the 
payment  rates  for  these  drugs  and 
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biologicals  were  necessary.  The 
payment  rates  for  new  therapeutic 
radiopharmaceuticals  would  also  be 
adjusted  accordingly.  We  noted  in  the 
proposed  rule  that  the  new  CY  2009 
HCPCS  codes  for  drugs,  hiologicals,  and 
therapeutic  radiopharmaceuticals  were 
not  available  at  the  time  of  development 
of  the  proposed  rule.  We  indicated  that 
they  would  be  included  in  this  GY  2009 
OPPS/ASC  final  rule  with  comment 
period  where  they  are  assigned 
comment  indicator  “NI”  to  reflect  that 
their  interim  final  OPPS  treatment  is 
open  to  public  comment  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period. 

We  dfd  not  receive  any  public 
comments  specific  to  these  CY  2009 
proposals.  Therefore,  we  are  finalizing 
these  proposals,  with  the  following 
modification  regarding  payment  for 
nonpass-through  therapeutic 
radiopharmaceuticals.  In  accordance 
with  Public  Law  110-275,  OPPS 
payment  for  nonpass-through 
therapeutic  radiopharmaceuticals  is 
made  based  on  hospital  charges 
adjusted  to  cost  for  CY  2009. 


There  are  several  nonpass-through 
drugs  and  biologicals  that  were  payable 
in  CY  2007  and/or  CY  2008  for  which 
we  did  not  have  any  CY  2007  hospital 
claims  data  available  for  the  CY  2009 
proposed  rule.  In  order  to  determine  the 
packaging  status  of  these  items  for  CY 
2009,  we  calculated  an  estimate  of  the 
per  day  cost  of  each  of  these  items  by 
multiplying  the  payment  rate  for  each 
product  based  on  ASP+4  percent, 
similar  to  other  nonpass-through  drugs 
and  biologicals  paid  separately  under 
the  OPPS,  by  an  estimated  average 
number  of  units  of  each  product  that 
would  typically  be  furnished  to  a 
patient  during  one  administration  in  the 
hospital  outpatient  setting.  We  proposed 
to  package  items  for  which  we  estimated 
the  per  administration  cost  to  be  less 
than  or  equal  to  $60,  which  is  the 
general  packaging  threshold  that  we 
proposed  for  drugs,  biologicals,  and 
therapeutic  radiopharmaceuticals  in  CY 
2009.  We  proposed  to  pay  separately  for 
items  with  an  estimated  per 
administration  cost  greater  than  $60 
(with  the  exception  of  diagnostic 
radiopharmaceuticals  and  contrast 


agents  which  we  proposed  to  continue 
to  package  regardless  of  cost,  as 
discussed  in  more  detail  in  section 
V.B.2.C.  of  this  final  rule  with  comment 
period)  in  CY  2009.  We  proposed  that 
the  CY  2009  payment  for  separately 
payable  items  without  CY  2007  claims 
data  would  be  based  on  ASP-i-4  percent, 
similar  to  payment  for  other  separately 
payable  nonpass-through  drugs  and 
biologicals  under  the  OPPS.  In 
accordance  with  the  ASP  methodology 
used  in  the  physician’s  office  setting,  in 
the  absence  of  ASP  data,  we  proposed 
to  use  the  WAC  for  the  product  to 
establish  the  initial  payment  rate. 
However,  we  noted  that  if  the  WAC  was 
also  unavailable,  we  would  make 
payment  at  95  percent  of  the  most 
recent  AWP  available. 

We  did  not  receive  any  public 
commentson  this  CY  2009  proposal. 
Therefore,  we  are  finalizing  the 
proposal,  without  modification. 

Table  30  lists  all  of  the  nonpass¬ 
through  drugs  and  biologicals  without 
available  CY  2007  claims  data  to  which  • 
these  policies  apply  in  CY  2009. 


Table  30— Drugs  and  Biologicals  Without  CY  2007  Claims  Data 


CY  2008  HCPCS  code 

CY2009  1 
HCPCS  ] 
code 

«  1 

i 

CY  2009  short  descriptor  i 

Estimated 
average  number  i 
of  units  per  I 

;  1 

Final  CY 
2009  SI 

Final  CY 
2009  APC 

I 

adrriinistration 

C9237  . 

J1930  . 

Lanreotide  injection . 

90 

K 

9237 

J0400  . 

!  J0400  . 

Aripiprazole  injection . 

39 

N 

J2724  . 

J2724  . 

Protein  c  concentrate . . 

630 

1 

1139 

J3355  . . 

J3355  . 

I  Urofollitropin,  75  iu . 

2 

K 

1  1741 

Q4096  . 

J7186  . 

I  Antihemophilic  viiiA/WF  comp  . 

6825 

!  K 

1  1213 

1 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66776),  we 
began  recognizing,  for  OPPS  payment 
purposes,  multiple  HCPCS  codes 
indicating  different  dosages  for  covered 
Part  B  drugs.  In  general,  prior  to  CY 
2008,  the  OPPS  recognized  the  lowest 
available  administrative  dose  of  a  drug 
if  multiple  HCPCS  codes  existed  for  the 
drug:  for  the  remainder  of  the  doses,  the 
HCPCS  codes  were  assigned  status 
indicator  “B”  indicating  that  another 
code  existed  for  OPPS  purposes.  For 
example,  if  drug  X  has  2  HCPCS  codes, 

1  for  a  1  ml  dose  and  a  second  for  a  5 
ml  dose,  prior  to  CY  2008,  the  OPPS 
would  have  assigned  a  payable  status 
indicator  to  the  1  ml  dose  and  status 
indicator  “B”  to  the  5  ml  dose. 

Hospitals  were  then  responsible  for 
billing  the  appropriate  number  of  units 
for  the  1  ml  dose  in  order  to  receive 
payment  for  the  drug  under  the  OPPS. 

As  these  HCPCS  codes  were 
previously  unrecognized  under  the 
OPPS  prior  to  CY  2008,  we  do  not  have 


claims  data  to  determine  their 
appropriate  packaging  status  for  CY 
2009.  For  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66775),  we  implemented  a  policy  that 
assigned  the  status  indicator  of  the 
previously  recognized  HCPCS  code  to 
the  associated  newly  recognized  code(s). 
For  CY  2009,  we  proposed  to  continue 
to  use  this  methodology. 

Table  31  below  shows  the  previously 
unrecognized  HCPCS  code,  the  previous 
status  indicator  for  the  unrecognized 
HCPCS  code,  the  CY  2009  short 
descriptor  for  the  previously 
unrecognized  HCPCS  code,  the 
associated  recognized  HCPCS  code,  and 
the  status  indicator  for  the  newly 
recognized  code.  As  noted  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66775),  we 
believed  that  this  approach  would  be 
the  mo.st  appropriate  and  reasonable 
way  to  implement  this  change  in  HCPCS 
code  recognition  under  the  OPPS 
without  impacting  payment.  However, 


we  noted  that  once  claims  data  are 
available  for  these  previously 
unrecognized  HCPCS  codes,  we  would 
determine  the  packaging  status  and 
resulting  status  indicator  for  each 
HCPCS  code  according  to  the  general 
code-specific  methodology  for 
determining  a  code’s  packaging  status 
for  a  given  update  year.  As  we  stated  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66775),  we  plan 
to  closely  follow  our  claims  data  to 
ensure  that  our  annual  packaging 
determinations  for  the  different  HCPCS 
codes  describing  the  same  drug  do  not 
create  inappropriate  payment  incentives 
for  hospitals  to  report  certain  HCPCS 
codes  instead  of  others. 

Comment:  One  commenter  requested 
that  we  recognize  HCPCS  codes  Q0165 
(Prochlorperazine  maleate,  10  mg,  oral, 
FDA  approved  prescription  anti-emetic, 
for  use  as  a  complete  therapeutic 
substitute  for  an  IV  anti-emetic  at  the 
time  of  chemotherapy  treatment,  not  to 
exceed  a  48-hour  dosage  regimen); 
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Q0168  (Dronabinol,  5  mg,  oral,  FDA 
approved  prescription  anti-emetic,  for 
use  as  a  complete  therapeutic  substitute 
for  an  IV  anti-emetic  at  the  time  of 
chemotherapy  treatment,  not  to  exceed 
a  48-hour  dosage  regimen):  Q0170 
(Promethazine  hydrochloride,  25  mg, 
oral,  FDA  approved  prescription  anti¬ 
emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen);  Q0172 
(Chlorpromazine  hydrochloride,  25  mg, 
oral,  FDA  approved  prescription  anti¬ 
emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen);  Q0176  (Perphenazine, 
8  mg,  oral,  FDA  approved  prescription 
anti-emetic,  for  use  as  a  complete 
therapeutic  substitute  for  an  IV  anti¬ 
emetic  at  the  time  of  chemotherapy 
treatment,  not  to  exceed  a  48-hour 
dosage  regimen);  and  Q0178 
(Hydroxyzine  pamoate,  50  mg,  oral. 
FDA  approved  prescription  anti-emetic, 
for  use  as  a  complete  therapeutic 


substitute  for  an  IV  anti-emetic  at  the 
time  of  chemotherapy  treatment,  not  to 
exceed  a  48-hour  dosage  regimen)  that 
currently  have  OPPS  status  indicators  of 
“B,”  but  that  have  related  HCPCS  codes 
for  the  same  drugs  with  different 
dosages  and  that  are  recognized  for 
payment  under  the  OPPS. 

Response:  We  appreciate  the 
commenter  identifying  these  additional 
HCPCS  codes,  and  we  agree  that  we 
should  recognize  these  HCPCS  codes  for 
drugs  that  are  payable  under  the  OPPS 
in  order  to  allow  hospital  to  report  all 
HCPCS  codes  for  drugs.  As  we 
concluded  for  the  drug  HCPCS  codes 
that  that  we  newly  recognized  for  CY 
2008,  we  believe  that  recognizing  all  of 
these  HCPCS  codes  for  payment  under 
the  OPPS  should  not  have  a  significant 
effect  on  our  payment  methodology  for 
drugs.  Stakeholders  have  told  us  that 
this  policy  reduces  the  administrative 
burden  associated  with  hospitals’ 
reporting  of  only  the  HCPCS  code  with 
the  lowest  increment  in  its  code 
descriptor  for  the  OPPS.  Wherever 
possible  and  appropriate,  we  continue 
to  seek  to  reduce  hospitals’ 
administrative  burden  in  submitting 


claims' for  payment  under  the  OPPS.  In 
determining  the  packaging  status  of 
these  HCPCS  drug  codes  for  CY  2009, 
we  are  following  the  methodology  we 
implemented  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66725),  and  we  have  assigned  them  the 
same  status  indicators  as  the  associated 
currently  recognized  HCPCS  codes 
under  the  OPPS. 

We  are  recognizing  these  additional  6 
HCPCS  codes  under  the  OPPS,  effective 
January  1 ,  2009.  These  codes  are 
included  in  Table  31  below  and 
identified  with  an  (*)  to  denote  that  they 
are  newly  recognized  in  CY  2009,  while 
the  other  HCPCS  drug  codes  displayed 
in  the  table  were  newly  recognized  in 
CY  2008. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  our 
CY  2009  proposal  to  provide  payment 
for  newly  recognized  HCPCS  drug  codes 
for  different  doses  of  the  same  drugs  on 
the  same  basis  as  the  previously 
recognized  HCPCS  codes  for  those 
drugs,  with  modification  to  apply  this 
policy  to  six  additional  HCPCS  drug 
codes. 


Table  31— HCPCS  Codes  Unrecognized  in  CY  2007  or  CY  2008,  Associated  Recognized  HCPCS  Codes,  and 

Status  Indicators  for  CY  2009 


CY  2009  HCPCS  codes 
previously  unrecognized 

I 

CY  2007  SI 

CY  2009  short  descriptor 

Associated 
HCPCS  rec¬ 
ognized  in 
CY  2007 

Final  CY 
2009  SI  for 
newly 
recognized 
HCPCS 
code 

J1470  . 

B 

Gamma  globulin  2  CC  inj . 

J1460 

K 

J1480  . 

B 

Gamma  globulin  3  CC  inj . . . 

J1460 

K 

J1490  . 

B 

Gamma  globulin  4  CC  inj . 

J1460 

K 

J1500  . . . 

B 

Gamma  globulin  5  CC  inj . 

J1460 

K 

J1510  . 

B 

Gamma  globulin  6  CC  inj . . . 

J1460 

K 

J1520  . . . 

B 

Gamma  globulin  7  CC  inj . 

J1460 

K 

J1530  . 

B 

Gamma  globulin  8  CC  inj . 

J1460 

K 

J1540  . 

B 

Gamma  globulin  9  CC  inj . 

J1460 

K 

J1550  . 

B 

Gamma  globulin  10  CC  inj . 

J1460 

K 

J1560  . 

B 

Gamma  globulin  >10  CC  inj  . 

J1460 

K 

J8521  . 

B 

Capecitabine,  oral,  500  mg . 

J8520 

K 

J9062  . 

B 

Cisplatin  50  MG  injection  . 

J9060 

N 

J9080  . 

B 

Cyclophosphamide  200  MG  inj . 

J9070 

N 

J9090  . 

B 

Cyclophosphamide  500  MG  inj . 

J9070 

N 

J9091  . 

B 

Cyclophosphamide  1 .0  grm  inj  . 

J9070 

N 

J9092  . 

B 

Cyclophosphamide  2.0  grm  inj  . 

J9070 

N 

J9094  . 

B 

Cyclophosphamide  lyophilized . 

J9093 

N 

J9095  . 

B 

Cyclophosphamide  lyophilized . 

J9093 

N 

J9096  . 

B 

Cyclophosphamide  lyophilized . 

J9093 

N 

J9097  . 

B 

Cyclophosphamide  lyophilized . 

J9093 

N 

J9110  . 

B 

Cytarabine  hcl  500  MG  inj  . . 

J9100 

N 

J9140  . 

B 

Dacarbazine  200  MG  inj  . 

J9130 

N 

J9260  . 

B 

Methotrexate  sodium  inj . 

J9250 

N 

J9290  . 

B 

Mitomycin  20  MG  inj  . 

J9280 

N 

J9291  . 

B 

Mitomycin  40  MG  inj  . 

J9280 

N 

J9375  . 

B 

Vincristine  sulfate  2  MG  inj  . ; . 

J9370 

N 

J9380  . 

B 

Vincristine  sulfate  5  MG  inj  . 

J9370 

N 

Q0165’  . 

B 

Prochlorperazine  maleate  10  mg . 

00164 

N 

00168*  . 

B 

Dronabinol  5  mg  oral  . 

00167 

N 

Q0170*  . 

B 

Promethazine  HCI  25  mg  oral  . 

00169 

N 

Q0172*  . 

B 

Chlorpromazine  HCI  25  mg  oral  . 

00171 

N 

00176*  . 

B 

Perphenazine  8  mg  oral . .-. . 

00175 

N 
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Table  31— HCPCS  Codes  Unrecognized  in  CY  2007  or  CY  2008,  Associated  Recognized  HCPCS  Codes,  and 

Status  Indicators  for  CY  2009 — Continued 


CY  2009  HCPCS  codes 
previously  unrecognized 

CY  2007  SI 

CY  2009  short  descriptor 

Associated 
HCPCS  rec¬ 
ognized  in 
CY  2007 

Final  CY 
2009  SI  for 
newly 
recognized 
HCPCS 
code 

00178*  . 

B 

Hydroxyzine  pamoate  50  mg  . 

Q0177 

N 

*  Denotes  newly  recognized  HCPCS  code  for  the  CY  2009  OPPS. 


Finally,  there  were  eight  drugs  and 
biologicals,  shown  in  Table  28  of  the 
proposed  rule,  that  were  payable  in  CY 
2007  but  for  which  we  lacked  CY  2007 
claims  data  and  any  other  data  related 
to  the  ASP  methodology  and,  therefore, 
we  were  unable  to  determine  their  per 
day  cost  based  on  the  ASP  methodology. 
As  we  were  unable  to  determine  the 
packaging  status  and  subsequent 
payment  rates,  if  applicable,  for  these 
drugs  and  biologicals  for  CY  2009  based 
on  the  ASP  methodology  and/or  claims 
data,  we  proposed  to  package  payment 
for  these  drugs  and  biologicals  in  CY 
2009. 

HCPCS  code  J0395  (Arbutamine  HCl 
injection)  did  not  have  any  data  for  the 
CY  2009  OPPS/ASC  proposed  rule. 
However,  as  a  result  of  updated  data 
used  for  this  final  rule  with  comment 
period,  we  received  hospital  claims  data 
for  this  code  and  are,  therefore,  able  to 
make  a  packaging  determination  for  the 
drug  for  CY  2009.  There  was  one  claim 
for  CY  2007  for  HCPCS  code  J0395,  with 
a  per  day  cost  estimate  of  approximately 
$58.  Therefore,  because  this  amount  is 
below  our  final  drug  packaging 
threshold  for  CY  2009,  we  are  packaging 
HCPCS  code  10395. 

VVe  did  not  receive  any  public 
comments  on  our  proposal  to  package 
payment  for  drugs  that  were  payable  in 
CY  2007  but  for  which  we  lack  CY  2007 
claims  data  and  for  which  we  are  unable 
to  determine  the  estimated  per  day  cost 
based  on  the  ASP  methodology. 
Therefore,  we  are  finalizing  our  CY  2009 
proposal,  with  modification  to  exclude 
HCPCS  code  J0395  from  packaging 
based  on  this  rationale,  to  package 
payment  for  the  seven  drugs  and 
biologicals  listed  in  Table  32  below,  due 
to  missing  data  essential  to  calculating 
a  per  day  cost.  We  are  packaging 
payment  for  HCPCS  code  J0395  on  the 
basis  of  an  estimated  per  day  cost  of  less 
than  the  final  CY  2009  OPPS  drug 
packaging  threshold. 


Table  32— Drugs  and  Biologicals 
Without  Information  on  per  Day 
Cost  and  That  Are  Packaged  in 
CY  2009 


CY2009 

HCPCS 

code 

CY  2009  short 
descriptor 

Final  CY 
2009  SI 

90393  . 

Vaccina  ig,  im . 

N 

90581  . 

1  Anthrax  vaccine,  sc  - 

N 

J0350  . 

Injection 

anistreplase  30  u. 

N 

J1452  . 

Intraocular 

Fomivirsen  na. 

N 

J2670  . 

Totazoline  hcl  injec¬ 
tion. 

N 

J3530  . 

Nasal  vaccine  inha¬ 
lation. 

N 

00174  .... 

Thiethylperazine 
maleate  1 0  mg. 

N 

1 _ 

VI.  Estimate  of  OPPS  Transitional  Pass- 
Through  Spending  for  Drugs, 
Biologicals,  Radiopharmaceuticals,  and 
Devices 

A.  Background 

Section  1833(t)(6)(E)  of  the  Act  limits 
the  total  projected  amount  of 
transitional  pass-through  payments  for 
drugs,  biologicals, 

radiopharmaceuticals,  and  categories  of 
devices  for  a  given  year  to  an 
“applicable  percentage”  of  total 
program  payments  estimated  to  be  made 
under  1833(t)  of  the  Act  for  all  covered 
services  furnished  for  that  year  under 
the  hospital  OPPS.  For  a  year  before  CY 
2004,  tbe  applicable  percentage  was  2.5 
percent;  for  CY  2004  and  subsequent 
years,  we  specify  the  applicable 
percentage  up  to  2.0  percent. 

If  we  estimate  before  the  beginning  of 
the  calendar  year  that  the  total  amount 
of  pass-through  payments  in  that  year 
would  exceed  the  applicable  percentage, 
section  1833(t)(6){E)(iii)  of  the  Act 
requires  a  uniform  reduction  in  the 
amount  of  each  of  the  transitional  pass¬ 
through  payments  made  in  that  year  to 
ensure  that  the  limit  is  not  exceeded. 

We  make  an  estimate  of  pass-through 
spending  to  determine  not  only  whether 
payments  exceed  the  applicable 
percentage,  but  also  to  determine  the 
appropriate  reduction  to  the  conversion 


factor  for  the  projected  level  of  pass¬ 
through  spending  in  the  following  year. 

For  devices,  developing  an  estimate  of 
pass-through  spending  in  CY  2009 
entails  estimating  spending  for  two 
groups  of  items.  The  first  group  of  items 
consists  of  device  categories  that  were 
recently  made  eligible  for  pass-through 
payment  and  that  would  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2009.  The  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66778) 
describes  the  methodology  we  have 
used  in  previous  years  to  develop  the 
pass-through  spending  estimate  for 
known  device  categories  continuing  into 
the  applicable  update  year.  The  second 
group  contains  items  that  we  know  are 
newly  eligible,  or  project  would  be 
newly  eligible,  for  device  pass-through 
payment  in  the  remaining  quarters  of 
CY  2008  or  beginning  in  CY  2009.  The 
sum  of  the  CY  2009  pass-through 
estimates  for  these  two  groups  of  device 
categories  would  equal  the  total  CY 
2009  pass-through  spending  estimate  for 
device  categories  with  pass-through 
status. 

For  drugs  and  biologicals,  section 
1833(t)(6)(D)(i)  of  the  Act  establishes  the 
pass-through  payment  amount  for  drugs 
and  biologicals  eligible  for  pass-through 
payment  as  the  amount  by  which  the 
amount  authorized  under  section 
1842(o)  of  the  Act  (or,  if  the  drug  or 
biological  is  covered  under  a 
competitive  acquisition  contract  under 
section  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  equal  to  the 
average  price  for  the  drug  or  biological 
for  all  competitive  acquisition  areas  and 
year  established  under  such  section  as 
calculated  and  adjusted  by  the 
Secretary)  exceeds  the  portion  of  the 
otherwise  applicable  fee  schedule 
amount  that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
Because  we  finalized  a  policy  to  pay  for 
nonpass-through  separately  payable 
drugs  and  biologicals  under  the  CY  2009 
OPPS  at  ASP+4  percent,  which 
represents  the  otherwise  applicable  fee 
schedule  amount  associated  with  a  pass¬ 
through  drug  or  biological,  and  because 
we  will  pay  for  pass-through  drugs  and 
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biologicals  at  ASP+6  percent  or  the  Part 
B  drug  CAP  rate,  if  applicable,  our 
estimate  of  drug  and  biological  pass¬ 
through  payment  for  CY  2009  is  not 
zero.  (We  note  that  the  Part  B  drug  CAP 
program  has  been  postponed  for  CY 
2009.  We  refer  readers  to  the  Medicare 
Learning  Network  (MLN)  Matters 
Special  Edition  article  SE0833. 
Therefore,  there  will  be  no  effective  Part 
B  drug  CAP  rate  for  pass-through  drugs 
and  biologicals  as  of  January  1,  2009.) 
Similar  to  estimates  for  devices,  the  first 
group  of  drugs  and  biologicals  requiring 
a  pass-through  payment  estimate 
consists  of  those  products  that  were 
recently  made  eligible  for  pass-through 
payment  and  that  would  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2009.  The  second  group  contains  drugs 
and  biologicals  that  we  know  are  newly 
eligible,  or  project  would  be  newly 
eligible,  beginning  in  CY  2009.  The  sum 
of  the  CY  2009  pass-through  estimates 
for  these  two  groups  of  drugs  and 
biologicals  would  equal  the  total  CY 
2009  pass-through  spending  estimate  for 
drugs  and  biologicals  with  pass-through 
status. 

B.  Estimate  of  Pass-Through  Spending 

As  we  proposed,  in  this  final  rule 
with  comment  period,  we  are  finalizing 
a  policy  of  setting  the  applicable 
percentage  limit  at  2.0  percent  of  the 
total  OPPS  projected  payments  for  CY 
2009,  consistent  with  our  OPPS  policy 
from  CYs  2004  through  2008. 

As  discussed  in  section  IV.A.  of  this 
final  rule  with  comment  period,  there 
are  currently  no  known  device 
categories  receiving  pass-through 
payment  in  CY  2008  that  will  continue 
for  payment  during  CY  2009.  Therefore, 
there  are  no  device  categories  in  the  first 
group  (that  is,  device  categories  recently 
made  eligible  for  pass-through  payment 
and  continuing  into  CY  2009),  and  we 
estimated  the  pass-through  spending  to 
be  $0  for  tbis  group  in  the  proposed 
rule.  For  this  final  rule  with  comment 
period,  we  continue  to  estimate  $0  for 
this  group. 

In  estimating  CY  2009  pass-through 
spending  for  device  categories  in  the 
second  group  (that  is,  device  categories 
that  we  knew  at  the  time  of  the 
development  of  the  proposed  rule 
would  be  newly  eligible  for  pass¬ 
through  payment  in  CY  2009  (of  which 
there  were  none),  additional  device 
categories  that  we  estimate  could  be 
approved  for  pass-througb  status 
subsequent  to  the  development  of  the 
proposed  rule  and  before  January  1, 
2009,  and  contingent  projections  for 
new  categories  in  tbe  second  through 
fourth  quarters  of  CY  2009),  we 
proposed  to  use  the  general 


methodology  described  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66778),  while  also  taking 
into  account  recent  OPPS  experience  in 
approving  new  pass-through  device 
categories.  We  estimated  the  CY  2009 
pass-through  spending  for  this  second 
group  to  be  $10  million  in  the  proposed 
rule,  and  that  continues  to  be  our 
estimate  for  this  final  rule  with 
comment  period. 

Employing  our  established 
methodology  that  the  estimate  of  pass¬ 
through  device  spending  in  CY  2009 
incorporates  CY  2009  estimates  of  pass¬ 
through  spending  for  known  device 
categories  continuing  in  CY  2009,  those 
first  effective  January  1,  2009,  and  those 
device  categories  projected  to  be 
approved  during  subsequent  quarters  of 
CYs  2008  and  2009,  in  the  proposed 
rule,  we  estimated  the  total  pass¬ 
through  spending  for  device  categories 
to  be  $10  million  for  CY  2009.  This 
estimate  of  $10  million  remains  our 
estimate  for  this  CY  2009  final  rule  with 
comment  period. 

We  did  not  receive  any  public 
comments  regarding  our  proposed 
methodology  for  estimating  transitional 
pass-through  spending  for  devices  for 
CY  2009.  Therefore,  we  are  adopting  our 
final  estimate  of  $10  million  for  total 
pass-through  spending  for  device 
categories  for  CY  2009. 

To  estimate  CY  2009  pass-through 
spending  for  drugs  and  biologicals  in 
the  first  group,  specifically  those  drugs 
and  biologicals  recently  made  eligible 
for  pass-tbrough  payment  and 
continuing  into  CY  2009,  we  proposed 
to  utilize  tbe  most  recent  Medicare 
physician’s  office  data  regarding  their 
utilization,  information  provided  in  the 
respective  pass-through  applications, 
historical  hospital  claims  data, 
pharmaceutical  industry  information, 
and  clinical  information  regarding  those 
drugs  or  biologicals,  in  order  to  project 
the  CY  2009  OPPS  utilization  of  the 
products.  For  the  known  drugs  and 
biologicals  that  would  continue  on  pass¬ 
through  status  in  CY  2009,  we  then 
estimate  the  total  pass-through  payment 
amount  as  the  difference  between 
ASP+6  percent  or  tbe  Part  B  drug  CAP 
rate,  as  applicable,  and  ASP+4  percent, 
aggregated  across  the  projected  CY  2009 
OPPS  utilization  of  these  products.  If 
payment  for  the  drug  or  biological 
would  be  packaged  if  the  product  were 
not  paid  separately  because  of  its  pass- 
tbrough  status,  we  include  in  the  pass¬ 
through  estimate  the  full  payment  for 
the  drug  or  biological  at  ASP+6  percent. 
Based  on  these  analyses,  our  final 
estimate  of  pass-through  spending 
attributable  to  the  first  group  (that  is,  the 
known  drugs  and  biologicals  continuing 


with  pass-through  eligibility  in  CY 
2009)  described  above  is  approximately 
$16.3  million  for  CY  2009.  This  $16.3 
million  estimate  of  CY  2009  pass¬ 
through  spending  for  the  first  group  of 
pass-through  drugs  and  biologicals 
reflects  the  current  pass-through  drugs 
and  biologicals  that  are  continuing  on 
pass-through  status  into  CY  2009,  and 
are  displayed  in  Table  23  of  this  final 
rule  with  comment  period. 

To  estimate  CY  2009  pass-through 
spending  for  drugs  and  biologicals  in 
the  second  group  (that  is,  drugs  and 
biologicals  that  we  knew  at  the  time  of 
development  of  the  proposed  rule 
would  be  newly  eligible  for  pass¬ 
through  payment  in  CY  2009  (of  which 
there  were  none),  additional  drugs  and 
biologicals  that  we  estimate  could  be 
approved  for  pass-through  status 
subsequent  to  the  development  of  the 
proposed  rule  and  before  January  1, 
2009,  and  projections  for  new  drugs  and 
biologicals  that  could  be  initially 
eligible  for  pass-through  payment  in  the 
second  through  fourth  quarters  of  CY 
2009),  we  used  utilization  estimates 
from  applicants,  pharmaceutical 
industry  data,  and  clinical  information 
as, the  basis  for  pass-througb  spending 
estimates  for  these  drugs  and  biologicals 
for  CY  2009,  while  also  considering  the 
most  recent  OPPS  experience  in 
approving  new  pass-through  drugs  and 
biologicals.  Based  on  these  analyses,  we 
estimate  pass-through  spending 
attributable  to  this  second  group  of 
drugs  and  biologicals  to  be  about  $7.0 
million  for  CY  2009. 

In  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65810),  we 
indicated  that  we  would  be  accepting 
pass-tbrougb  applications  for  new 
radiopbarmaceuticals  that  are  assigned  a 
HCPCS  code  on  or  after  January  1,  2005. 
(Prior  to  this  date,  radiopharmaceuticals 
were  not  included  in  the  category  of 
drugs  paid  under  the  OPPS,  and, 
therefore,  were  not  eligible  for  pass- 
througb  status.)  There  were  no 
radiopharmaceuticals  that  were  eligible 
for  pass-through  payment  at  the  time  of 
publication  of  the  CY  2009  OPPS/ASC 
proposed  rule,  and  we  have  not  received 
any  pass-through  applications  for 
radiopharmaceuticals  between  tbe 
publication  of  the  proposed  rule  and 
this  final  rule  with  comment  period.  As 
noted  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41500),  we  also 
have  no  historical  data  regarding 
payment  for  new  radiopharmaceuticals 
with  pass-through  status  under  the 
methodology  that  we  specified  for  the 
CY  2005  OPPS  or  the  CY  2009 
methodologies  for  diagnostic  and 
therapeutic  radiopharmaceuticals  that 
we  finalized,  as  discussed  in  section 
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V.A.3.  of  this  final  rule  with  comment 
period.  However,  we  do  not  believe  that 
pass-through  spending  for  new 
radiopharmaceuticals  in  CY  2009  would 
be  significant  enough  to  materially 
affect  our  estimate  of  total  pass-through 
spending  in  CY  2009.  Therefore,  we  did 
not  include  radiopharmaceuticals  in  our 
proposed  estimate  of  pass-through 
spending  for  CY  2009,  and  we  have  not 
included  them  in  our  final  estimate  of 
pass-through  spending  for  CY  2009.  We 
discuss  our  final  policy  regarding 
payment  for  all  new  diagnostic 
radiopharmaceuticals  without  pass¬ 
through  status  in  CY  2009  in  section 
V.B.2.C.  of  this  final  rule  with  comment 
period. 

We  did  not  receive  any  public 
comments  regarding  our  proposed 
methodology  for  estimating  transitional 
pass-through  spending  for  drugs, 
biologicals,  and  radiopharmaceuticals 
for  CY  2009.  Therefore,  we  are  adopting 
our  final  estimate  of  $23.3  million  for 
total  pass-through  spending  for  drugs, 
biologicals,  and  radiopharmaceuticals 
for  CY  2009. 

In  accordance  with  the 
comprehensive  methodology  described 
above  in  this  section,  we  estimate  that 
total  pass-through  spending  for  the 
device  categories  and  the  drugs  and 
biologicals  that  are  continuing  for  pass¬ 
through  payment  into  CY  2009  and 
those  device  categories,  drugs, 
biologicals,  and  radiopharmaceuticals 
that  first  become  eligible  for  pass¬ 
through  status  during  CY  2009  would 
approximate  $33.3  million,  which 
represents  0.11  percent  of  total  OPPS 
projected  payments  for  CY  2009. 

We  estimate  that  pass-through 
spending  in  CY  2009  would  not  amount 
to  2.0  percent  of  total  projected  OPPS 
CY  2009  program  spending. 

Accordingly,  we  are  finalizing  our 
proposed  methodology  for  estimating 
CY  2009  OPPS  pass-through  spending 
for  drugs,  biologicals, 
radiopharmaceuticals,  and  device 
categories.  Our  final  pass-through 
estimate  for  CY  2009  is  $33.3  million. 

VII.  OPPS  Payment  for  Brachytherapy 
Sources 

A.  Background 

Section  1833(tK2)(H)  of  the  Act,  as 
added  by  section  621(b)(2KC)  of  Public 
Law  108-173  (MMA),  mandated  the 
creation  of  separate  groups  of  covered 
OPD  services  that  classify 
brachytherapy  devices  separately  from 
other  services  or  groups  of  services.  The 
additional  groups  must  reflect  the 
number,  isotope,  and  radioactive 
intensity  of  the  devices  of 
brachytherapy  furnished,  including 


separate  groups  for  palladium-103  and 
iodine-125  devices. 

Section  1833(t)(16)(C)  of  the  Act,  as 
added  by  section  621(b)(1)  of  Public 
Law  108-173,  established  payment  for 
devices  of  brachytherapy  consisting  of  a 
seed  or  seeds  (or  radioactive  source) 
based  on  a  hospital’s  charges  for  the 
service,  adjusted  to  cost.  The  period  of 
payment  under  this  provision  is  for 
brachytherapy  sources  furnished  from 
January  1,  2004,  through  December  31, 

2006.  Under  section  1833(t)(16)(C)  of 
the  Act,  charges  for  the  brachytherapy 
devices  may  not  be  used  in  determining 
any  outlier  payments  under  the  OPPS 
for  that  period  of  payment.  Consistent 
with  our  practice  under  the  OPPS  to 
exclude  items  paid  at  cost  fi-om  budget 
neutrality  consideration,  these  items 
were  excluded  from  budget  neutrality 
for  that  time  period  as  well. 

In  our  CY  2007  annual  OPPS 
rulemaking,  we  proposed  and  finalized 
a  policy  of  prospective  payment  based 
on  median  costs  for  the  11 
brachytherapy  sources  for  which  we  had 
claims  data.  We  based  the  prospective 
payment  rates  on  median  costs  for  each 
source  from  our  CY  2005  claims  data  (71 
FR  68102  through  71  FR  68114). 

Subsequent  to  publication  of  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period,  section  107(a)  of  the 
MIEA-TRHCA  (Pub.  L.  109-432) 
amended  section  1833(t)(16)(C)  of  the 
Act  by  extending  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  for  1 
additional  year,  through  December  31, 

2007.  Therefore,  we  continued  to  pay 
for  brachytherapy  sources  based  on 
charges  adjusted  to  cost  for  CY  2007. 

Section  107(b)(1)  of  the  MIEA- 
TRHCA  amended  section  1833(t)(2)(H) 
of  the  Act  by  adding  a  requirement  for 
the  establishment  of  separate  payment 
groups  for  “stranded  and  non-stranded” 
brachytherapy  devices  beginning  July  1, 
2007.  Section  107(b)(2)  of  the  MIEA- 
TRHCA  authorized  the  Secretary  to 
implement  this  new  requirement  by 
“program  instruction  or  otherwise.” 

This  new  requirement  is  in  addition  to 
the  requirement  for  separate  payment 
groups  based  on  the  number,  isotope, 
and  radioactive  intensity  of 
brachytherapy  devices  that  was 
previously  established  by  section 
1833(t)(2)(H)  of  the  Act.  We  note  that 
commenters  who  responded  to  the  CY 
2007  OPPS/ASC  proposed  rule  asserted 
that  stranded  sources,  which  they 
described  as  embedded  into  the 
stranded  suture  material  and  separated 
within  the  strand  by  material  of  an 
absorbable  nature  at  specified  intervals, 
had  greater  production  costs  than  non- 


stranded  sources  (71  FR  68113  through 
68114). 

As  a  result  of  the  statutory 
requirement  to  create  separate  groups 
for  stranded  and  non-stranded  sources 
as  of  July  1,  2007,  we  established  several 
coding  changes  via  transmittal,  effective 
July  1,  2007  (Transmittal  1259,  dated 
June  1,  2007).  Based  on  public 
comments  received  on  the  CY  2007 
OPPS/ASC  proposed  rule  and  industry 
input,  we  were  aware  of  three  sources 
available  in  stranded  and  non-stranded 
forms  at  that  time:  Iodine-125; 
palladium-103;  and  cesium-131  (72  FR 
42746).  We  created  six  new  HCPCS 
codes  to  differentiate  the  stranded  and 
non-stranded  versions  of  iodine, 
palladium,  and  cesium  sources. 

In  Transmittal  1259,  we  indicated  that 
if  we  receive  information  that  any  of  the 
other  sources  now  designated  as  non- 
stranded  are  marketed  as  a  stranded 
source,  we  would  create  a  code  for  the 
stranded  source.  We  also  established 
two  “Not  Otherwise  Specified”  (NOS) 
codes  for  billing  stranded  and  non- 
stranded  sources  that  are  not  yet  known 
to  us  and  for  which  we  do  not  have 
source-specific  codes,  that  is,  C2698 
(Brachytherapy  source,  stranded,  not 
otherwise  specified,  per  source)  for 
stranded  NOS  sources,  and  C2699 
(Brachytherapy  source,  non-stranded, 
not  otherwise  specified,  per  source)  for 
non-stranded  NOS  sources. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66783 
through  66784),  we  again  finalized 
prospective  payment  for  brachytherapy 
sources,  beginning  in  CY  2008,  with 
payment  rates  determined  using  the  CY 
2006  claims-based  costs  per  source  for 
each  brachytherapy  source.  Consistent 
with  our  policy  regarding  APC 
payments  made  on  a  prospective  basis, 
we  finalized  the  policy  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66686)  to  subject  the  cost 
of  brachytherapy  sources  to  the  outlier 
provision  of  section  1833(t)(5)  of  the 
Act,  and  to  also  subject  brachytherapy 
source  payment  weights  to  scaling  for 
purposes  of  budget  neutrality. 

Therefore,  brachytherapy  sources  could 
receive  outlier  payments  if  the  costs  of 
furnishing  brachytherapy  sources  met 
the  criteria  for  outlier  payment.  In 
addition,  as  noted  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66683),  implementation  of 
prospective  payment  for  brachytherapy 
sources  would  provide  opportunities  for 
hospitals  to  receive  additional  payments 
under  certain  circumstances  through  the 
7.1  percent  rural  SCH  adjustment. 

After  we  finalized  our  proposal  to  pay 
for  brachytherapy  sources  in  CY  2008 
based  on  median  costs,  section  106(a)  of 
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the  MMSEA  (Pub.  L.  110-173)  extended 
the  charges-adjusted-to-cost  payment 
methodology  for  brachytherapy  sources 
for  an  additional  6  months,  through 
June  30,  2008. 

Status  indicator  “H”  (defined  in  the 
CY  2008  OPPS/final  rule  with  comment 
period  as  “Pass-Through  Device 
Categories.  Separate  cost-based  pass¬ 
through  payment;  not  subject  to 
copayment.”)  was  continued  for  claims 
processing  purposes  for  brachytherapy 
source  payment  through  June  30,  2008, 
although  a  beneficiary  copayment  was 
applied  to  payment  for  these  sources. 

We  had  finalized  a  policy  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  to  assign  status 
indicator  “K”  (defined  as  “Nonpass- 
Through  Drugs  and  Biologicals; 
Therapeutic  Radiopharmaceuticals: 
Brachytherapy  Sources;  Blood  and 
Blood  Products.  Paid  under  OPPS; 
separate  APC  payment.”)  to  all 
brachytherapy  source  APCs  because  the 
sources  would  be  paid  based  on 
prospective  payment.  The  definition  of 
status  indicator  “K”  was  initially 
changed  for  CY  2007  to  accommodate 
prospective  payment  for  brachytherapy 
sources  and  this  change  was  continued 
for  CY  2008  (72  FR  66785).  However,  we 
never  applied  status  indicator  “K”  to 
brachytherapy  sources  for  the  first  6 
months  of  CY  2008,  due  to  the 
requirements  of  the  MMSEA. 

For  CY  2008,  we  also  adopted  the 
policy  we  established  in  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (which  was  superseded  by 
section  107  of  the  MIEA-TRHCA) 
regarding  payment  for  new 
brachytherapy  sources  for  which  we 
have  no  claims  data.  We  indicated  we 
would  assign  future  new  HCPCS  codes 
for  new  brach3rtherapy  sources  to  their 
own  APCs,  with  prospective  payment 
rates  set  based  on  our  consideration  of 
external  data  and  other  relevant 
information  regarding  the  expected 
costs  of  the  sources  to  hospitals  (72  FR 
66785).  When  section  106(a)  of  the 
MMSEA  extended  the  charges-adjusted- 
to-cost  payment  methodology  for 
brachytherapy  sources  through  June  30, 
2008,  this  policy  was  not  implemented 
as  of  January  1,  2008.  We  stated  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41501)  that  we  anticipated 
implementing  this  policy  as  of  July  1, 
2008. 

B.  OPPS  Payment  Policy 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41500),  we  again  proposed 
prospective  payment  rates  for 
brachytherapy  sources  for  CY  2009.  We 
proposed  to  use  CY  2007  claims  data  for 
setting  the  CY  2009  rates  for 


brachytherapy  sources,  as  we  proposed 
for  most  other  items  and  services  that 
would  be  paid  under  the  CY  2009  OPPS, 
using  our  standard  OPPS  ratesetting 
methodology.  We  proposed  to  pay  for 
brachytherapy  sources  at  prospective 
rates  based  on  their  source-specific 
median  costs  as  calculated  from  CY 
2007  claims  data  available  for  CY  2009 
ratesetting.  The  separately  payable 
brachytherapy  source  codes, 
descriptors,  APCs,  approximate  median 
costs,  and  status  indicators  were 
presented  in  Table  29  of  the  CY  2009 
OPPS/ASC  proposed  rule. 

We  proposecl  to  establish  new  status 
indicator  “U”  (Brachytherapy  Sources. 
Paid  under  OPPS;  separate  APC 
payment.)  for  brachytherapy  sources  as 
of  January  1,  2009.  In  the  CY  2009 
QPPS/ASC  proposed  rule,  we  noted  that 
status  indicator  “H”  has  been  used  for 
the  periods  when  brachytherapy  sources 
were  paid  based  on  the  charges- 
adjusted-to-cost  payment  methodology, 
while  status  indicator  “K”  was  slated  to 
be  used  for  brachytherapy  source 
payment  as  of  July.^1,  2008  through 
December  31,  2008,  in  accordance  with 
the  policy  we  finalized  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66785).  Status  indicator 
“H”  is  also  used  for  devices  paid  at 
charges  adjusted  to  cost  during  their 
period  of  pass-through  payment.  While 
the  CY  2008  definition  of  status 
indicator  “K”  currently  encompasses 
nonpass-through  drugs  and  biologicals, 
therapeutic  radiopharmaceuticals, 
brachytherapy  sources,  and  blood  and 
blood  products,  brachytherapy  sources 
have  never  been  actually  assigned  this 
payment  indicator  because  they  have 
not  had  a  period  of  prospective  payment 
in  CY  2008.  However,  assigning  a  status 
indicator  to  several  types  of  items  and 
services  with  potentially  differing 
payment  policies  has  added 
unnecessary  complexity  to  our 
operations.  In  addition,  in  CY  2009,  we 
are  implementing  section  1833(t)(17)(A) 
of  the  Act  that  specifies  payment  to 
hospitals  based  on  a  reduced  conversion 
factor  when  those  hospitals  fail  to 
submit  timely  hospital  outpatient 
quality  data  as  required.  Therefore,  to 
facilitate  implementation  of  this 
payment  change  and  streamline 
operations,  we  proposed  to  assign  ne,w 
status  indicator  “U”  to  brachytherapy 
source  HCPCS  codes  beginning  in  CY 
2009. 

For  CY  2009,  we  also  proposed  to 
continue  the  policy  we  established  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (which  was  superseded 
by  section  107  of  the  MIEA-TRHCA) 
regarding  payment  for  new 
brachytherapy  sources  for  which  we 


have  no  claims  data.  In  accordance  with 
that  policy,  we  would  assign  future  new 
HCPCS  codes  for  new  brachytherapy 
sources  to  their  own  APCs,  with 
prospective  payment  rates  set  based  on 
our  consideration  of  external  data  and 
other  relevant  information  regarding  the 
expected  costs  of  the  sources  to 
hospitals. 

Subsequent  to  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule. 

Congress  enacted  Public  Law  110-275 
(MIPPA)  on  July  15,  2008.  Section  142 
of  Public  Law  110-275  amended  section 
1833(t)(16)(C)  of  the  Act  as  amended  by 
section  106(a)  of  the  MMSEA  to  further 
extend  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  from 
July  1,  2008,  through  December  31, 

2009.  Therefore,  we  have  continued  to 
pay  for  brachytherapy  sources  at  charges 
adjusted  to  cost  in  CY  2008  from  July  1 
through  December  31,  and  we  have 
maintained  the  assignment  of  status 
indicator  “H”  to  brachytherapy  sources 
for  claims  processing  purposes. 
Furthermore,  we  will  continue  to  pay 
for  all  separately  payable  brachytherapy 
sources  based  on  a  hospital’s  charges 
adjusted  to  cost  for  CY  2009.  Because 
brachytherapy  sources  will  be  paid  at 
charges  adjusted  to  cost,  we  will  not 
subject  them  to  the  outlier  provision  of 
section  1833(t)(5)  of  the  Act,  or  subject 
brachytherapy  source  payment  weights 
to  scaling  for  purposes  of  budget 
neutrality.  Moreover,  during  this  CY 
2009  period  of  payment  at  charges 
adjusted  to  cost,  brachytherapy  sources 
will  not  be  eligible  for  the  7.1  percent 
rural  SCH  adjustment  (as  discussed  in 
detail  in  section  II.E.  of  this  final  rule 
with  comment  period). 

Comment:  Several  commenters 
expressed  support  for  the  extension  of 
brach3^herapy  source  payment  based  on 
charges  adjusted  to  cost  through 
December  31,  2009,  as  required  by 
Public  Law  110-275.  They  cited 
concerns  regarding  CMS’  brachytherapy 
source  claims  data  used  in  the  CY  2009 
proposal  to  set  the  prospective 
brachytherapy  source  rates  based  on 
median  costs.  Examples  of  the  data 
concerns  presented  by  the  commenters 
include  the  following:  difficulty  in 
establishing  a  prospective  payment  rate 
for  high  dose  rate  (HDR)  sources  which 
can  be  used  for  multiple  patients:  use  of 
only  partial  CY  2007  claims  data  for 
stranded  sources  for  the  CY  2009  OPPS 
payment;  high  variation  in  unit  cost  for 
certain  brachytherapy  sources;  costs 
from  few  hospitals  represented  in 
claims  data  for  certain  sources;  and  a 
proposed  rate  for  high  activity 
palladium-131  that  was  lower  than  low 
activity  palladium,  inconsistent  with 
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the  true  costs  of  these  sources  as 
reported  by  commenters.  One 
commenter  did  not  support  prospective 
payment  rates  for  brachytherapy  sources 
for  which  ASP  data  are  not  available.  A 
few  commenters  recommended 
continuation  of  payment  based  on 
charges  adjusted  to  cost  for  CY  2010  and 
beyond,  adopted  through  regulation. 

One  commenter  stated  that  the  highly 
variable  claims  data  for  yttrium-90 
(C2616,  Brachytherapy  source,  non- 
stranded,  Yttrium-90,  per  source),  a 
source  which  is  reported  by  only  a  small 
number  of  providers,  in  combination 
with  possible  charge  compression  for 
this  very  high  cost  source,  result  in 
variable  and  inaccurate  claims  data  and, 
therefore,  an  inadequate  proposed 
payment  rate  that  would  not  pay 
appropriately  for  the  source  cost  to 
permit  access  for  Medicare 
beneficiaries.  The  commenter  asserted 
generally  that  these  factors  result  in 
unpredictable  and  inequitable  payment 
rates  for  all  such  sources. 

Response:  We  appreciate  the  detailed 
public  comments  that  describe  data 
characteristics  and  will  take  the  issues 
raised  by  the  commenters  into 
consideration  in  future  proposed 
ratesetting  for  brachytherapy  sources. 

As  noted  previously  in  this  section,  for 
CY  2009,  section  142  of  Public  Law 
110-275  (MIPPA)  requires  us  to  pay  for 
brachytherapy  sources  at  charges 
adjusted  to  costs.  Therefore,  we  are  not 
considering  any  other  payment 
methodologies  for  CY  2009,  and  we  are 
not  adopting  our  CY  2009  proposal.  We 
will  make  a  proposal  for  the  CY  2010 
payment  of  brachytherapy  sources  in 
the  CY  2010  OPPS/ASC  proposed  rule, 
consistent  with  our  annual  OPPS/ASC 
update  process. 

Furthermore,  for  CY  2009,  we  are  not 
adopting  the  policy  we  established  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  of  paying  stranded  and 


non-stranded  NOS  codes  for 
brachytherapy  sources,  C2698  and 
C2699,  based  on  a  rate  equal  to  the 
lowest  stranded  or  non-stranded 
prospective  payment  for  such  sources. 
Also,  we  are  not  adopting  the  policy  we 
established  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period 
regarding  payment  for  new 
brachytherapy  sources  for  which  we 
have  no  claims  data.  NOS  codes  C2698 
and  C2699  and  newly  established 
specific  source  codes  will  be  paid  at 
charges  adjusted  to  cost  through 
December  31,  2009,  consistent  with 
section  142  of  Public  Law  110-275. 

In  addition,  we  did  not  receive  any 
public  comments  regarding  tbe 
proposed  policy  to  create  new  status 
indicator  “U”  for  brachytherapy  source 
payment.  Therefore,  we  are  finalizing 
this  proposal,  without  modification,  for 
CY  2009.  As  noted  earlier  in  this 
section,  assigning  a  status  indicator  to 
several  types  of  items  and  services  with 
potentially  differing  payment  policies 
has  added  unnecessary  complexity  to 
our  operations.  Status  indicator  “U” 
will  be  used  only  for  brachytherapy 
sources,  regardless  of  their  specific 
payment  methodology  for  any  period  of 
time.  The  use  of  status  indicator  “U”  is 
expected  to  eliminate  the  complexity  in 
the  payment  of  brachytherapy  sources 
caused  by  using  status  indicator  “K”  for 
multiple  types  of  items  and  services. 

In  summary,  for  CY  2009,  we  will 
continue  to  pay  for  all  brachytherapy 
sources,  assigned  status  indicator  “U,” 
at  charges  adjusted  to  cost,  consistent 
with  section  142  of  Public  Law  110-275, 
by  the  overall  hospital  CCR  on  a  claim- 
specific  basis.  All  currently  established 
brachytherapy  source  HCPCS  codes  that 
will  be  paid  under  the  CY  2009  OPPS 
are  listed  in  Table  33  below,  along  with 
their  corresponding  APCs  and  status 
indicator  assignments. 


In  our  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41503),  we  again  invited 
hospitals  and  other  parties  to  submit 
recommendations  to  us  for  new  HCPCS 
codes  to  describe  new  brachytherapy 
sources  consisting  of  a  radioactive 
isotope,  including  a  detailed  rationale  to 
support  recommended  new  sources.  We 
indicated  that  we  would  continue  to 
add  new  brachytherapy  source  codes 
and  descriptors  to  our  systems-for 
payment  on  a  quarterly  basis. 

Comment:  One  commenter 
recommended  that  CMS  establish  a  new 
HCPCS  code  specifically  for  high 
activity  cesium-131,  with  a  descriptor  of 
“Brachytherapy  source,  nonstranded, 
high  activity  cesium-131,  greater  than 
3.25  mCi,  per  source.” 

Response:  Section  1833(t)(2)(H)  of  the 
Act  requires  that  we  create  separate 
payment  groups  for  brachytherapy 
sources  which  reflect  the  number, 
isotope,  and  radioactive  intensity  of 
devices  of  brachytherapy  furnished.  We 
have  received  a  recommendation  for 
creation  of  a  new  HCPCS  code  and  APC 
group  for  a  high  activity  cesium  source, 
and  we  are  currently  evaluating  whether 
to  establish  a  new  code  for  a  high 
activity  cesium  source.  Currently,  there 
are  two  HCPCS  codes  recognized  under 
the  OPPS  that  describe  cesium 
brachytherapy  sources:  C2642 
(Brachytherapy  source,  stranded, 
Cesium-131,  per  source)  and  C2643 
(Brachytherapy  source,  non-stranded, 
Cesium-131,  per  source).  We  will 
continue  our  established  process  of 
implementing  new  brachytherapy 
source  codes  on  a  quarterly  basis  as 
appropriate  and  providing  necessary 
instruction  through  quarterly  program 
transmittals. 

Consistent  with  our  general  practice, 
we  will  consider  recommendations  for 
new  brachytherapy  sources  during  CY 
2009,  as  discussed  earlier  in  this 
section. 


Table  33 — Current  Separately  Payable  Brachytherapy  Sources  for  CY  2009 


CY  2009  HCPCS  code 

CY  2009  long  descriptor  1 

Final  CY 
2009  APC 

Final  CY 
2009  SI 

A9527  . 

"1 

Iodine  1-125,  sodium  iodide  solution,  therapeutic,  per  millicurie  . . 

2632 

U 

C1716  . 

Brachytherapy  source,  non-stranded,  Gold-198,  per  source  . 

1716 

U 

C1717  . 

i 

Brachytherapy  source,  non-stranded,  High  Dose  Rate  Iridium-192,  per 
source. 

1  1717 

i 

U 

C1719  . 

Brachytherapy  source,  non-stranded,  Non-High  Dose  Rate  Iridium-'l92, 
per  source. 

1719 

U 

C2616  . 

Brachytherapy  source,  non-stranded,  Yttrium-90,  per  source  . 

2616 

U 

C2634  . 

Brachytherapy  source,  non-stranded.  High  Activity,  Iodine-125,  greater 
than  1 .01  mCi  (NIST),  per  source. 

2634 

*  U 

C2635  . 

Brachytherapy  source,  non-stranded.  High  Activity,  Palladium-103,  greater 
than  2.2  mCi  (NIST),  per  source. 

2635 

U 

C2636  . 

Brachytherapy  linear  source,  non-stranded,  Palladium-103,  per  1MM . 

2636 

U 

C2638  . 

Brachytherapy  source,  stranded,  Iodine-125,  per  source  . 

2638 

U 

C2639  . 

Brachytherapy  source,  non-stranded,  Iodine-125,  per  source  . 

2639 

U 

C2640  . 

Brachytherapy  source,  stranded,  Palladium-103,  per  source  . 

2640 

U 
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Table  33 — Current  Separately  Payable  Brachytherapy  Sources  for  CY  2009 — Continued 


CY  2009  HCPCS  code 

CY  2009  long  descriptor 

Final  CY 
2009  APC  1 

Final  CY 
2009  SI 

C2641  . 

Brachytherapy  source,  non-stranded,  Palladium-103,  per  source . 

2641 

1  ^ 

C2642  . 

Brachytherapy  source,  stranded,  Cesium-131,  per  source . 

2642 

U 

C2643  . 

Brachytherapy  source,  non-stranded,  Cesium-131,  per  source  . 

2643 

u 

C2698  . 

Brachytherapy  source,  stranded,  not  othenvise  specified,  per  source  . 

2698 

u 

C2699  . 

Brachytherapy  source,  non-stranded,  not  othenwise  specified,  per  source  .. 

2699 

1  u 

VIII.  OPPS  Payment  for  Drug 
Administration  Services 

A.  Background  ■ 

In  CY  2005,  in  response  to  the 
recommendations  made  by  commenters 
and  the  hospital  industry,  OPPS 
transitioned  to  the  use  of  CPT  codes  for 
drug  administration  services.  These  CPT 
codes  pllowed  specific  reporting  of 
services  regarding  the  number  of  hours 
for  an  infusion  and  provided 
consistency  in  coding  between  Medicare 
and  other  payers.  (For  a  discussion 
regarding  coding  and  payment  for  drug 
administration  services  prior  to  CY 
2005,  we  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66787).) 

While  hospitals  began  adopting  CPT 
codes  for  outpatient  drug  administration 
services  in  CY  2005,  physicians  paid 
under  the  MPFS  were  using  HCPCS  G- 
codes  in  CY  2005  to  report  office-based 
drug  administration  services.  These  G- 
codes  were  developed  in  anticipation  of 
substantial  revisions  to  the  drug 
administration  CPT  codes  by  the  CPT 
Editorial  Panel  that  were  expected  for 
CY2006. 

In  CY  2006,  as  anticipated,  the  CPT 
Editorial  Panel  revised  its  coding 
structure  for  drug  administration 
services,  incorporating  new  concepts 
such  as  initial,  sequential,  and 
concurrent  services  into  a  structure  that 
previously  distinguished  services  based 
on  type  of  administration 
(chemotherapy/nonchemotherapy), 
method  of  administration  (injection/ 
infusion/push),  and  for  infusion 
services,  first  hour  and  additional  hours. 
For  CY  2006,  we  implemented  the  CY 
2006  drug  administration  CPT  codes 
that'  did  not  reflect  the  concepts  of 
initial,  sequential,  and  concurrent 
services  under  the  OPPS,  and  we 
created  HCPCS  C-codes  that  generally 
paralleled  the  CY  2005  CPT  codes  for 
reporting  these  other  services. 

For  CY  2007,  as  a  result  of  comments 
on  our  proposed  rule  and  feedback  from 
the  hospital  community  and  the  APC 
Panel,  we  implemented  the  full  set  of 
CPT  codes,  including  codes 
incorporating  the  concepts  of  initial, 
sequential,  and  concurrent.  In  addition. 


the  CY  2007  update  process  offered  us 
the  first  opportunity  to  consider  data 
gathered  from  the  use  of  CY  2005  CPT 
codes  for  purposes  of  ratesetting.  For  CY 

2007,  we  used  CY  2005  claims  data  to 
implement  a  six-level  APC  structure  for 
drug  administration  services.  In  CY 

2008,  we  continued  to  use  the  full  set 
of  CPT  codes  for  drug  administration 
services  and  continued  our  assignment 
of  drug  administration  services  to  this 
six-level  APC  structure. 

B.  Coding  and  Payment  for  Drug 
Administration  Services 

As  we  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41503),  the 
CY  2009  ratesetting  process  affords  us 
the  first  opportunity  to  examine  hospital 
claims  data  for  the  full  set  of  CPT  codes 
that  reflect  the  concepts  of  initial, 
sequential,  and  concurrent  services.  We 
performed  our  standard  annual  OPPS 
review  of  the  clinical  and  resource 
characteristics  of  the  drug 
administration  HCPCS  codes  assigned  to 
APCs  0436  (Level  I  Drug 
Administration),  0437  (Level  II  Drug 
Administration),  0438  (Level  III  Drug 
Administration),  0439  (Level  IV  Drug 
Administration),  0440  (Level  V  Drug 
Administration),  and  0441  (Level  VI 
Drug  Administration)  for  CY  2008  based 
on  the  CY  2007  claims  data  available  for 
the  CY  2009  OPPS/ASC  proposed  rule. 
Under  the  CY  2008  APC  configurations 
for  drug  administration  services,  we 
observed  several  2  times  violations 
among  the  6  APCs.  Therefore,  we 
proposed  to  reconfigure  the  drug 
administration  APCs  for  CY  2009  to 
improve  the  clinical  and  resource 
homogeneity  of  the  APCs.  (We  refer 
readers  to  sections  III.B.2.  and  3.  of  this 
final  rule  with  comment  period  for 
further  discussion  of  the  2  times  rule.) 

As  a  result  of  our  hospital  cost 
analysis  and  detailed  clinical  review, 
we  proposed  a  five-level  APC  structure 
for  CY  2009  drug  administration 
services  to  more  appropriately  reflect 
their  resource  utilization  in  APCs  that 
also  group  clinically  similar  services. 
These  APCs  generally  demonstrate  the 
clinically  expected  and  actually 
observed  comparative  relationships 
between  the  median  costs  of  different 


types  of  drug  administration  services, 
including  initial  and  additional 
services,  chemotherapy  and  other 
diagnostic,  prophylactic,  or  therapeutic 
services,  injections  and  infusions,  and 
simple  and  complex  methods  of  drug 
administration.  As  indicated  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41503),  we  do  not  believe  that  six  drug 
administration  APCs  continue  to  be 
necessary  to  pay  appropriately  for  drug 
administration  services  based  on  the 
significant  clinical  and  resource 
differences  among  services.  Instead,  we 
believe  that  the  proposed  five-level  APC 
structure  for  CY  2009  is  the  more 
appropriate  structure  based  on  hospital 
claims  data  for  the  full  range  of  CPT 
drug  administration  codes.  Our 
proposed  five-level  APC  structure  was 
originally  included  as  Table  30  of  the 
CY  2009  OPPS/ASC  proposed  rule  and 
reprinted  in  replacement  Table  30 
included  in  a  correction  notice 
published  in  the  Federal  Register  (73 
FR  46575)  on  August  11,  2008, 
subsequent  to  the  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule. 

As  noted  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41503),  we 
presented  a  potential  four-level  drug  . 
administration  APC  structure  to  the 
APC  Panel  during  the  March  2008  APC 
Panel  meeting.  After  reviewing  the  data, 
the  APC  Panel  recommended  that  CMS 
not  implement  this  configuration  until 
more  data  are  available  and  that  CMS 
provide  the  APC  Panel  with  a  crosswalk 
analysis  of  the  data.  We  accepted  the 
APC  Panel’s  recommendation  and, 
therefore,  did  not  propose  to  implement 
a  four-level  APC  structure  for  drug 
administration  services  in  CY  2009. 

Comment:  Several  commenters 
supported  the  continued  use  of  the  full 
range  of  CPT  drug  administration  codes 
for  billing  purposes  under  the  OPPS. 
Conversely,  one  commenter  requested 
that  CMS  return  to  a  coding  system  that 
groups  hydration  services  with 
diagnostic,  prophylactic  and  therapeutic 
services  for  the  first  hour  of  infusion 
and  additional  hours  of  infusions. 

Besponse:  We  continue  to  believe  that 
the  use  of  the  full  set  of  drug 
administration  CPT  codes  allows 
hospitals  to  use  one  set  of  codes  for  all 
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payers,  minimizing  the  administrative 
burden  on  hospitals.  Hospitals  have 
described  to  us  the  challenges 
associated  with  maintaining  different 
code  sets  for  different  payers,  and  we  do 
not  currently  see  any  reason  to  change 
from  the  use  of  CPT  codes  for  reporting 
drug  administration  services  under  the 
CY  2009  OPPS. 

Our  proposal  to  move  from  a  six-level 
APC  structure  to  a  five-level  structure 
does  not  affect  hospital  billing  for  drug 
administration  services.  We  proposed  to 
continue  to  allow  hospitals  to  use  the 
entire  set  of  drug  administration  CPT 
codes  for  purposes  of  reporting  these 
services.  APC  reconfiguration  is  a 
regular  part  of  the  annual  OPPS  update . 
in  response  to  our  assessment  of  the 
most  recent  hospital  claims  data. 
Although  changes  to  the  APC 
assignments  of  HCPCS  codes,  including 
the  drug  administration  CPT  codes, 
affect  hospital  payment  for  services, 
they  do  not  require  any  coding  changes 
by  hospitals. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  continue  use  of  the  full 
range  of  CPT  drug  administration  codes 
for  the  CY  2009  OPPS. 

Comment:  Several  commenters 
supported  the  proposal  to  restructure 
the  drug  administration  APCs  to  a  five- 
level  APC  structure.  These  commenters 
expressed  appreciation  of  the  proposed 
increase  in  payment  for  certain  drug 
administration  services.  Furthermore, 
several  commenters  expressed 
appreciation  for  the  timely  review  and 
proposed  modifications  in  response  to 
new  claims  data  and  indicated  their 
belief  that  the  proposed  structure  would 
result  in  more  accurate  payment  for 
drug  administration  services  under  the 
OPPS. 

Some  commenters  objected  to  the 
proposed  five-level  APC  structure 
because  they  believed  that  it  would 
place  an  additional  burden  on  hospitals. 
A  few  of  these  commenters  asserted  that 
the  data  used  to  establish  the  proposed 
five-level  APC  structure  for  drug 
administration  services  as  shown  in  the 
CY  2009  OPPS/ASC  proposed  rule  were 
incomplete  or  inconsistent.  These 
commenters  noted  that  hospitals  had 
difficulty  understanding  and  properly 
billing  for  drug  administration  services 
using  these  codes  the  first  year  they 
were  introduced  under  the  OPPS.  The 
commenters  argued  that  the  data  used 
for  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  may  be  suspect 
because  of  widespread  billing 
confusion.  From  their  perspective,  this 
confusion,  compounded  by  CMS’s 
failure  to  clarify  the  reporting  of 


scenarios  such  as  undocumented 
infusion  stop  times  and  lack  of  a 
universal  list  of  drugs  that  are 
considered  biological  response 
modifiers,  led  to  inconsistent  reporting 
of  these  drug  administration  codes 
across  hospitals.  The  commenters 
suggested  that  CMS  collect  at  least  1 
additional  year  of  claims  data  before 
using  this  data  to  inform  a  restructuring 
of  the  drug  administration  APCs,  in 
order  to  take  into  consideration  the 
hospital  learning  curve  that  would 
result,  ultimately,  in  accurate  and  stable 
claims  data. 

In  addition,  some  commenters  noted 
that  the  CY  2008  CPT  hierarchy  for 
reporting  drug  administration  codes 
used  in  the  facility  setting  (as  included 
in  CPT  instructions  preceding  the 
Hydration,  Therapeutic,  Prophylactic, 
and  Diagnostic  Injections  and  Infusions 
section  of  CPT  codes)  was  not  in  place 
in  CY  2007,  and  because  CMS  uses  CY 
2007  hospital  claims  data  to  calculate 
the  CY  2009  OPPS  payment  rates,  this 
hierarchy  was  not  appropriately 
reflected  in  the  claims  data.  These 
commenters  were  concerned  that  the 
new  CPT  reporting  hierarchy  altered  the 
billing  practices  of  hofjpitals 
significantly  so  that  CMS  would 
eventually  see  a  difference  in  costs  from 
claims  data  and,  therefore,  a  transition 
to  a  five-level  APC  structure  before 
these  CY  2008  data  were  available 
would  be  premature. 

Another  commenter  also  stated  that 
the  proposed  APCs  are  inconsistent 
with  CPT  coding  and  medical  practice, 
and  that  the  CPT  codes  need  to  be 
grouped  in  a  way  that  represents  better 
clinical  coherence.  Finally,  some 
commenters  were  concerned  that 
payment  for  certain  drug  administration 
services  would  decline  under  the 
proposed  five-level  APC  structure. 

Response:  We  last  reconfigured  the 
drug  administration  APCs  for  CY  2007 
when  we  first  had  1  year  of  claims  data 
reflecting  the  costs  of  predecessor  drug 
administration  CPT  codes.  Therefore,  in 
parallel  fashion  we  believe  it  was 
appropriate  to  propose  to  reconfigure  . 
the  drug  administration  APCs  for  CY 
2009  when  we  first  have  1  year  of 
hospital  claims  data  for  the  full  range  of 
CPT  codes.  Our  prior  assignments  of 
newly  recognized  CPT  codes  without 
historical  costs  from  hospital  claims 
data  were  based  only  on  estimates  of 
hospital  resource  costs,  and  our  usual 
practice  is  to  closely  examine  the  APC 
assignments  of  all  HCPCS  codes  once 
we  have  actual  claims  data. 

As  we  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41503).  the 
CY  2009  ratesetting  process  afforded  us 
the  first  opportunity  to  examine  hospital 


claims  data  for  the  full  set  of  CPT  codes 
implemented  in  CY  2007  for  the  OPPS 
that  reflect  the  concepts  of  initial, 
concurrent,  and  sequential  services. 
These  CPT  codes  were  first  available  to 
hospitals  in  CY  2006;  however,  because 
of  hospital  concerns  regarding 
incorporating  these  new  concepts  into 
their  systems,  we  chose  at  that  time  not 
to  implement  these  codes  under  the 
OPPS.  This  provided  hospitals  with  the 
opportunity  to  implement  these  codes 
for  non-OPPS  payers  for  CY  2006  and 
gain  experience  in  their  reporting,  while 
retaining  drug  administration  billing 
codes  that  did  not  include  the  concepts 
of  initial,  concurrent,  and  sequential 
services  for  OPPS  reporting  and 
payment.  Therefore,  we  had  no  reason 
to  suspect  that  hospitals  would  suffer 
from  widespread  billing  confusion  or 
inconsistent  reporting  of  these  drug 
administration  codes  across  hospitals. 
Based  on  comments  we  received  to  our 
CY  2007  OPPS/ASC  proposed  rule,  we 
believed  that  hospitals  were  prepared  to 
fully  implement  these  CPT  drug 
administration  codes  for  the  CY  2007 
OPPS,  complying  fully  with  the 
descriptors  of  the  CPT  codes.  As  stated 
in  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68116), 

“*  *  *  commenters  responding  to  our 
CY  2007  proposed  rule  *  *  *  noted  that 
the  operational  issues  were  no  longfer  a 
primary  concern  with  drug 
administration  and  coding,  and  they 
had  gained  valuable  experience  over  the 
past  year  reporting  these  codes  to  non- 
Medicare  payers.” 

As  we  first  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41503), 
and  as  we  are  confirming  in  this  final 
rule  with  comment  period,  for  most  of 
the  drug  administration  services,  we 
have  thousands  of  single  bills  available 
for  ratesetting  from  the  claims  submitted 
by  thousands  of  hospitals,  increasing 
our  confidence  in  the  accuracy  and 
stability  of  the  claims  data.  In  addition, 
our  bypass  code  methodology  as 
described  in  section  Il.A.l.b.  of  this 
final  rule  with  comment  period,  which 
specifically  incorporates  packaged  costs 
into  the  costs  of  tbe  initial  drug 
administration  service  and  not  into  the 
additional  drug  administration  services 
provided  in  the  same  hospital 
encounter,  ensures  that  the  single 
claims  used  for  ratesetting  represent  a 
large  proportion  of  total  hospital  claims 
for  most  drug  administration  services. 
Therefore,  the  CY  2007  hospital  claims 
data  essentially  reflect  the  second  year 
of  hospitals’  use  of  the  CPT  codes  with 
the  concepts  of  initial,  concurrent,  and 
sequential  services.  Although  CY  2007 
is  only  the  first  year  of  their  use  for 
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OPPS  purposes,  hospitals  had  been 
using  these  codes  for  other  payers  for  a 
full  year  before  they  were  implemented 
under  the  Medicare  OPPS.  As  a  result, 
we  have  no  reason  to  believe  that  our 
data  should  not  be  used  for  ratesetting 
purposes.  In  addition,  we  note  that  there 
have  been  instances  in  the  past  for  drug 
administration  services  where  the  first 
year  of  data  was  used  to  establish 
payment  rates  once  it  was  available, 
such  as  for  the  additional  hour  infusion 
codes.  Furthermore,  for  the  above 
reasons  we  also  believe  it  is  unnecessary 
to  collect  an  additional  year  of  data 
before  restructuring  the  drug 
administration  APCs. 

While  commenters  correctly  observed 
that  the  drug  administration  hierarchy 
for  services  performed  in  the  facility 
setting  was  not  in  place  when  hospitals 
implemented  the  revised  CPT  codes  in 
CY  2007  and,  therefore,  is  not  reflected 
in  our  claims  data  for  CY  2009 
ratesetting  purposes,  it  is  our  belief  that 
the  hierarchy  detailed  reporting 
practices  were  already  commonly  being 
used  by  the  majority  of  hospitals.  We  do 
not  believe  that  the  hierarchy 
implemented  in  CY  2008  for  drug 
administration  services  substantially 
changed  hospital  billing  practices  in 
most  cases.  For  these  reasons,  we 
continue  to  believe  that  our  hospital 
claims  data  for  drug  administration 
services  provided  in  CY  2007  provide 
an  accurate  representation  of  the  costs 
of  these  hospital  services. 

In  addition,  we  believe  that  our  APC 
groupings  are  consistent  with  CPT 
coding  and  medical  practice  because  all 
services  assigned  to  the  drug 
administration  APCs  are  drug 
administration  services.  While  the 
specific  resources  used  for  different 
drug  administration  procedures  may 
vary  somewhat  from  CPT  code  to  CPT 
code,  this  variation  is  not  sufficient  to 
warrant  additional  APCs  for  essentially 
similar  services. 

We  have  performed  our  standard 
review  of  the  costs  of  drug 
administration  services  based  on 
updated  data  for  this  final  rule  with 
comment  period,  and  we  continue  to 
believe  that  a  five-level  structure  for 
drug  administration  services  is 
appropriate  for  CY  2009.  Therefore,  as  a 
result  of  this  analysis  and  for  the 
reasons  discussed  above,  we  believe  that 
the  proposed  five-level  drug 
administration  APC  structure  is  the 
most  appropriate  after  examination  of 
the  robust  set  of  drug  administration 
claims  available  for  CY  2009  ratesetting 
because  the  proposed  structure  results 
in  payment  groups  with  greater  clinical 
and  resource  homogeneity.  In  addition, 
we  do  not  believe  that  a  crosswalk 


analysis  of  the  cost  data  to  the  CY  2008 
six-level  APC  structure  is  pertinent 
because,  for  a  number  of  the  CPT  codes, 
our  APC  assignments  prior  to  CY  2009 
were  based  only  on  our  estimates  of  the 
expected  procedure  costs,  and  not  based 
on  hospitals’  actual  costs  for  services 
reported  according  to  the  current  CPT 
code  descriptors  and  guidelines. 

Comment:  A  few  commenters 
expressed  specific  concern  that 
according  to  the  CPT  reporting 
hierarchy  implemented  for  facilities  in 
CY  2008,  hospital  claims  data  may  not 
accurately  represent  the  resources 
required  when  a  hydration  service  is 
actually  provided  as  the  first  service, 
especially  when  it  is  followed  by  a 
service,  such  as  an  injection  of  a  drug, 
that  would  be  reported  as  the  initial 
service  according  to  the  CPT  hierarchy. 

Response:  During  the  development  of 
new  drug  administration  codes 
implemented  by  CPT  in  CY  2006,  the 
AMA,  the  creators  and  maintainors  of 
the  Level  I  HCPCS  codes  (CPT  codes), 
determined  that  the  required  resources 
and  clinical  characteristics  of  hydration 
services  and  therapeutic,  prophylactic, 
and  diagnostic  drug  administration 
services  were  sufficiently  distinct  to 
warrant  different  codes  for  the  first  hour 
of  infusion  and  additional  hours  of 
infusion  for  these  two  types  of  services. 
Further,  the  AMA  implemented  a 
hierarchy  for  reporting  drug 
administration  services  in  the  facility 
setting  where  chemotherapy  services  are 
primary  to  therapeutic,  prophylactic, 
and  diagnostic  services,  which  are 
primary  to  hydration  services.  In 
addition,  the  hierarchy  specifies  that 
infusions  are  considered  primary  to 
pushes,  which  are  considered  primary 
to  injections.  Just  as  the  CPT  codes  are 
under  the  authority  of  the  AMA,  so  are 
these  instructions  that  preface  the 
affected  CPT  codes  and,  in  general,  we 
adopt  CPT  instructions  for  reporting 
services  under  the  OPPS.  As  discussed 
earlier,  although  reporting  according  to 
the  hierarchy  will  first  be  specifically 
reflected  in  the  CY  2008  OPPS  claims 
data  available  for  the  CY  2010  OPPS 
update,  we  believe  that  the  hierarchy 
detailed  reporting  practices  that  were 
already  commonly  being  used  by  the 
majority  of  hospitals.  We  do  not  believe 
that  the  hierarchy  implemented  in  CY 
2008  for  drug  administration  services 
substantially  changed  hospital  billing 
practices  in  most  cases,  and  we  believe 
that  our  final  CY  2009  payment  rates  for 
these  services  is  appropriate  for  drug 
administration  CPT  codes  reported  in 
accordance  with  the  specified  hierarchy 
for  CY  2009. 

Comment:  One  commenter  requested 
that  CMS  reconsider  the  proposed  APC 


assignment  of  CPT  code  90765 
(Intravenous  infusion,  for  therapy, 
prophylaxis,  or  diagnosis,  initial,  up  to 
one  hour),  and  stated  that  the  CPT  code 
median  cost  is  substantially  higher  than 
the  median  cost  of  the  APC. 

Response:  For  the  CY  2009  OPPS/ASC 
proposed  rule,  we  proposed  to  assign 
CPT  code  90765  to  APC  0439  (Level  IV 
Drug  Administration).  The  proposed 
code-specific  median  cost  for  this 
service  was  approximately  $127,  and 
the  proposed  median  cost  for  APC  0439 
was  also  approximately  $127.  According 
to  our  standard  practice,  we  reevaluate 
proposed  HCPCS  code  assignments 
between  the  proposed  and  final  rules 
after  updating  our  data,  as  discussed  in 
section  II.A.  of  this  final  rule  with 
comment  period.  For  this  final  rule  with 
comment  period,  the  updated  final 
median  cost  of  CPT  code  90765  of 
approximately  $126  is  the  same  as  the 
APC  median  cost  of  approximately 
$126,  and  we  believe  that  this  is  the 
most  appropriate  APC  assignment  for 
this  drug  administration  code. 

Comment:  One  commenter  stated  that, 
under  the  proposed  five-level  APC 
structure,  a  2  times  rule  violation 
appears  in  APC  0436  (Level  I  Drug 
Administration).  The  commenter  noted 
that  the  proposed  median  cost  for  CPT 
code  90779  (Unlisted  therapeutic, 
prophylactic  or  diagnostic  intravenous 
or  intra-arterial  injection  or  infusion) 
was  approximately  $77,  while  the 
proposed  median  cost  for  APC  0436  was 
approximately  $25.  The  commenter 
suggested  reassigning  CPT  code  90779 
to  APC  0438  (Level  III  Drug 
Administration),  with  a  proposed 
median  cost  of  approximately  $74. 

Response:  As  a  mattet  of  established 
OPPS  policy  described  in  the  CY  2005 
OPPS  final  rule  with  comment  period 
(69  FR  65724  through  65725),  we  a.ssign 
all  unlisted  HCPCS  codes,  such  as  CPT 
code  90779,  to  the  lowest  level  APC 
within  the  appropriate  clinical  series. 

By  definition,  "unlisted”  or  “not 
otherwise  classified”  codes  do  not 
describe  the  services  being  performed, 
and  the  services  coded  using  “unlisted” 
codes  vary  over  time  as  new  CPT  and 
HCPCS  codes  are  developed.  Therefore, 
it  is  impossible  for  any  level  of  analysis 
of  past  hospital  data  to  result  in 
appropriate  placement  of  the  service  for 
the  upcoming  year  in  an  APC  in  which 
there  is  clinical  integrity  of  the  groups 
and  weights.  Therefore,  we  continue  to 
believe  that  the  appropriate  default,  in 
the  absence  of  a  code  that  describes  the 
service  being  furnished,  is  placement  in 
the  lowest  level  APC  within  the  clinical 
category  in  which  the  unlisted  code 
falls.  The  assignment  of  the  unlisted 
codes  to  the  lowest  level  APC  in  the 
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clinical  category  specified  in  the  code 
provides  a  reasonable  means  for  interim 
payment  until  such  time  as  there  is  a 
code  that  specifically  describes  what  is 
being  paid.  It  encourages  the  creation  of 
codes  where  appropriate  and  mitigates 
against  overjsayment  of  services  that  are 
not  clearly  identified  on  the  bill.  Our 
assignment  of  CPT  code  90779  to  APC 
0436  is  consistent  with  this  policy.  The 
hospital  cost  data  for  unlisted  HCPCS 
codes,  including  CPT  code  90779,  are 
not  used  for  ratesetting  and, 
furthermore,  the  costs  of  unlisted 
HCPCS  codes  are  not  subject  to  the  2 
times  rule.  For  additional  information 
on  the  2  times  rule,  we  refer  readers  to 
sections  III.B.2  and  3  of  this  final  rule 
with  comment  period. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  implement  a  five-level 
APC  structure  for  drug  administration 
services,  with  final  assignment  of  all 
HCPCS  codes  as  proposed.  Table  34 
below  displays  the  five  finalized  APC 
groups  for  drug  administration  services 
for  CY  2009.  We  note  that  several  of  the 
CY  2008  CPT  codes  for  drug 


administration  services  have  been 
renumbered  for  CY  2009.  We  provide 
both  the  CY  2008  CPT  codes  and  the  CY 
2009  CPT  codes,  along  with  the  CY  2009 
long  code  descriptors,  in  Table  34 
below. 

Comment:  Several  commenters 
requested  that  CMS  reconsider  the 
proposed  packaged  status  of  CPT  code 
90768  (Intravenous  infusion,  for 
therapy,  prophylaxis,  or  diagnosis; 
concurrent  infusion).  The  commenters 
noted  that  the  service  described  by  this 
code,  for  which  hospital  claims  data  are 
first  available  in  CY  2007,  requires 
additional  facility  resources.  They 
believed  that  because  CMS  now  has 
claims  data  upon  which  to  set  a  specific 
payment  rate  for  the  service,  the  OPPS 
should  pay  separately  for  CPT  code 
90768  in  CY  2009. 

Response:  We  agree  with  commenters 
that  this  code  was  first  introduced  in  CY 
2007  under  the  OPPS  and  that  we  have 
cost  data  for  this  CPT  code  based  on 
historical  hospital  claims  data. 

However,  we  believe  that  this  code 
remains  appropriate  for  packaging.  As 
we  discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 


66787  through  66788),  in  deciding 
whether  to  package  a  service  or  pay  for 
it  separately,  we  consider  a  variety  of 
factors,  including  whether  the  service  is 
normally  provided  separately  or  in 
conjunction  with  other  services;  how 
likely  it  is  for  the  costs  of  the  packaged 
code  to  be  appropriately  mapped  to  the 
separately  payable  codes  with  which  it 
was  performed;  and  whether  the 
expected  cost  of  the  service  is  relatively 
low.  CPT  code  90768,  by  definition,  is 
always  provided  in  association  with 
other  intravenous  infusions,  and  we 
continue  to  believe  that  it  is  most 
appropriately  packaged  under  the  OPPS. 
Furthermore,  to  reduce  the  size  of  the 
APC  payment  groups  and  establish 
separate  payment  for  this  currently 
packaged  ancillary  and  supportive 
service  would  be  inconsistent  with  our 
overall  strategy  to  encourage  hospitals 
to  use  resources  more  efficiently  by 
increasing  the  size  of  the  OPPS  payment 
bundles. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal,  without 
modification,  to  package  payment  for 


CPT  code  90768  for  CY  2009. 

Table  34— CY  2009  Drug  Administration  ARCS 


!  Final  CY  2009  | 

Final  CY  2009  I  approximate  I  CY  2008 

APC  I  APC  median  |  HCPCS  code 
I  cost  I 


CY  2009 
HCPCS  code 


CY  2009  long  descriptor 


I  0436 

I 


$24 


90471 

90471 

90472 

90472 

90473 

90473 

90474 

90474 

90761 

96361 

90766 

96366 

90771 

96371 

90772 

96372 

90779 

96379 

95115 

95115 

95117 

95117 

95145 

95145 

95165 

95165 

Immunization  administration  (includes  percutaneous,  intradermal,  subcuta¬ 
neous,  or  intramuscular  injections);  one  vaccine  (single  or  combination 
vaccine/toxoid). 

Immunization  administration  (includes  percutaneous,  intradermal,  subcuta¬ 
neous,  or  intramuscular  injections);  each  additional  vaccine  (single  or 
combination  vaccine/toxoid)(List  separately  in  addition  to  code  for  primary 
procedure). 

Immunization  administration  by  intranasal  or  oral  route;  one  vaccine  (single 
or  combination  vaccine/toxoid). 

Immunization  administration  by  intranasal  or  oral  route;  each  additional  vac¬ 
cine  (single  or  combination  vaccine/toxoid)  (List  separately  in  addition  to 
code  for  primary  procedure). 

Intravenous  infusion,  hydration;  each  additional  hour  (List  separately  in  addi¬ 
tion  to  code  for  primary  procedure). 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  sub¬ 
stance  or  drug);  each  additional  hour  (List  separately  in  addition  to  code 
for  primary  procedure). 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or 
drug);  additional  pump  set-up  with  establishment  of  new  subcutaneous  in¬ 
fusion  site(s)  (List  separately  in  addition  to  code  for  primary  procedure). 

Therapeutic,  prophylactic  or  diagnostic  injection  (specify  substance  or  drug); 
subcutaneous  or  intramuscular. 

Unlisted  therapeutic,  prophylactic,  or  diagnostic  intravenous  or  intra-arterial 
injection  or  infusion. 

Professional  services  for  allergen  immunotherapy  not  including  provision  of 
allergenic  extracts;  single  injection. 

Professional  services  for  allergen  immunotherapy  not  including  provision  of 
allergenic  extracts;  two  or  more  injections. 

Professional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy  (specify  number  of  doses);  single 
stinging  insect  venom. 

Professional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy;  single  or  multiple  antigens  (specify 
number  of  doses). 
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Table  34 — CY  2009  Drug  Administration  ARCS— Continued 


Final  CY  2009 
ARC 


0437 


0438 


0439 


0440 


Final  CY  2009 
approximate 
ARC  median 
cost 

CY  2008 
HCRCS  code 

CY2009 
HCRCS  code 

CY  2009  long  descriptor 

95170 

95170 

Rrofessional  sen/ices  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy;  whole  body  extract  of  biting  insect 
or  other  arthropod  (specify  number  of  doses). 

96549 

96549 

Unlisted  chemotherapy  procedure. 

$35 

90767 

96367 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  sub¬ 
stance  or  drug);  additional  sequential  infusion,  up  to  1  hour  (List  sepa¬ 
rately  in  addition  to  code  for  primary  procedure). 

90770 

96370 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or 
drug);  each  additional  hour  (List  separately  in  addition  to  code  for  primary 
procedure). 

90773 

96373 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or 
drug);  intra-arterial. 

90774 

96374 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or 
drug);  intravenous  push,  single  or  initial  substance/drug. 

90775 

96375 

Therapeutic,  prophylactic,  or  diagnostic  injection  (specify  substance  or 
drug);  each  additional  sequential  intravenous  push  of  a  new  substance/ 
drug  (List  separately  in  addition  to  code  for  primary  procedure). 

95144 

95144 

Rrofessional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy,  single  dose  vial(s)  (specify  number 
of  vials). 

95148 

95148 

Rrofessional  sen/ices  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy  (specify  number  of  doses);  four  sin¬ 
gle  stinging  insect  venoms. 

96401 

96401 

Chemotherapy  administration,  subcutaneous  or  intramuscular;  non-hormonal 
anti-neoplastic. 

96402 

96402 

Chemotherapy  administration,  subcutaneous  or  intramuscular;  hormonal 
anti-neoplastic. 

96405 

96405 

Chemotherapy  administration;  intralesional,  up  to  and  including  7  lesions. 

96415 

96415 

Chemotherapy  administration,  intravenous  infusion  technique;  each  addi¬ 
tional  hour  (List  separately  in  addition  to  code  for  primary  procedure). 

$72 

90760 

96360 

Intravenous  infusion,  hydration;  initial,  31  minutes  to  1  hour. 

90769 

96369 

Subcutaneous  infusion  for  therapy  or  prophylaxis  (specify  substance  or 
drug);  initial,  up  to  one  hour,  including  pump  set-up  and  establishment  of 
subcutaneous  infusion  site(s). 

95146 

95146 

Rrofessional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy  (specify  number  of  doses);  2  single 
stinging  insect  venoms. 

95147 

95147 

Rrofessional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy  (specify  number  of  doses);  3  single 
stinging  insect  venoms. 

96406 

96406 

Chemotherapy  administration;  intralesional,  more  than  7  lesions. 

96411 

96411 

Chemotherapy  administration;  intravenous,  push  technique,  each  additional 
substance/drug  (List  separately  in  addition  to  code  for  primary  procedure). 

96417 

96417 

Chemotherapy  administration,  intravenous  infusion  technique;  each  addi¬ 
tional  sequential  infusion  (different  substance/drug),  up  to  1  hour  (List 
separately  in  addition  to  code  for  primary  procedure). 

96423 

96423 

Chemotherapy  administration,  intra-arterial;  infusion  technique,  each  addi¬ 
tional  hour  (List  separately  in  addition  to  code  for  primary  procedure). 

$126 

90765 

96365 

Intravenous  infusion,  for  therapy,  prophylaxis,  or  diagnosis  (specify  sub¬ 
stance  or  drug);  initial,  up  to  1  hour. 

95149 

95149 

Rrofessional  services  for  the  supervision  of  preparation  and  provision  of 
antigens  for  allergen  immunotherapy  (specify  number  of  doses);  5  single 
stinging  insect  venoms. 

96409 

96409 

Chemotherapy  administration;  intravenous,  push  technique,  single  or  initial 
substance/drug. 

96420 

96420 

Chemotherapy  administration,  intra-arterial;  push  technique. 

96522 

96522 

Refilling  and  maintenance  of  implantable  pump  or  resen/oir  for  drug  deliv¬ 
ery,  systemic  (e.g.,  intravenous,  intra-arterial). 

96542 

96542 

Chemotherapy  injection,  subarachnoid  or  intraventricular  via  subcutaneous 
reservoir,  single  or  multiple  agents. 

$184 

95990 

95990 

Refilling  and  maintenance  of  implantable  pump  or  resen/oir  for  drug  deliv¬ 
ery,  spinal  (intrathecal,  epidural)  or  brain  (intraventricular). 

95991 

95991 

Refilling  and  maintenance  of  implantable  pump  or  reservoir  for  drug  deliv¬ 
ery,  spinal  (intrathecal,  epidural)  or  brain  (intraventricular);  administered 
by  physician. 

96413 

96413 

Chemotherapy  administration,  intravenous  infusion  technique;  up  to  1  hour, 
single  or  initial  substance/drug. 
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Table  34 — CY  2009  Drug  Administration  ARCS— Continued 


Final  CY  2009 
ARC 


Final  CY  2009 
approximate 
APC  median 
cost 

CY  2008 
HCPCS  code 

CY  2009 
HCPCS  code 

CY  2009  long  descriptor 

96416 

96416 

Chemotherapy  administration,  intravenous  infusion  technique;  initiation  of 
prolonged  chemotherapy  infusion  (more  than  8  hours),  requiring  use  of  a 
portable  or  implantable  pump. 

96422 

96422 

Chemotherapy  administration,  intra-arterial;  infusion  technique,  up  to  1  hour. 

96425 

96425 

Chemotherapy  administration,  intra-ar1eria|;  infusion  technique,  initiation  of 
prolonged  infusion  (more  than  8  hours),  requiring  the  use  of  a  portable  or 
implantable  pump. 

96440 

96440 

Chemotherapy  administration  into  pleural  cavity,  requiring  and  including  tho¬ 
racentesis. 

96445 

96445 

Chemotherapy  administration  into  peritoneal  cavity,  requiring  and  including 
peritoneocentesis. 

96450 

96450 

Chemotherapy  administration,  into  CNS  (e.g.,  intrathecal),  requiring  and  in¬ 
cluding  spinal  puncture. 

96521 

96521 

Refilling  and  maintenance  of  portable  pump. 

C8957 

C8957 

Intravenous  infusion  for  therapy/diagnosis;  initiation  of  prolonged  infusion 
(more  than  eight  hours),  requiring  use  of  portable  or  implantable  pump. 

IX.  OPPS  Payment  for  Hospital 
Outpatient  Visits 

A.  Background 

Currently,  hospitals  report  visit 
HCPCS  codes  to  describe  three  types  of 
OPPS  services:  clinic  visits,  emergency 
department  visits,  and  critical  care 
serxdces.  CPT  indicates  that  office  or 
other  outpatient  visit  codes  are  used  to 
report  evaluation  and  management  (E/ 
M)  services  provided  in  the  physician’s 
office  ior  in  an  outpatient  or  other 
ambulatory  facility.  For  OPPS  purposes, 
we  refer  to  these  as  clinic  visit  codes. 
CPT  also  indicates  that  emergency 
department  visit  codes  are  used  to 
report  E/M  services  provided  in  the 
emergency  department,  which  is 
defined  as  an  “organized  hospital-based 
facility  for  the  provision  of  unscheduled 
episodic  services  to  patients  who 
present  for  immediate  medical  - 
attention.  The  facility  must  be  available 
24  hours  a  day.”  For  OPPS  purposes,  we 
refer  to  these  as  emergency  department 
visit  codes  that  specifically  apply  to  the 


reporting  of  visits  to  Type  A  emergency 
departments.  Furthermore,  for  CY  2007 
we  established  five  new  Level  II  HCPCS 
codes  to  report  visits  to  Type  B 
emergency  departments  (defined  as 
dedicated  emergency  departments  that 
incur  Emergency  Medical  Treatment 
and  Labor  Act  (EMTALA)  of  1986  (Pub. 
L.  99-272)  obligations  but  that  do  not 
meet  the  Type  A  emergency  department 
definition,  as  described  in  more  detail 
below).  These  new  Level  II  HCPCS 
codes  were  developed  because  there 
were  no  CPT  codes  at  that  time  that 
fully  described  services  provided  in  this 
type  of  facility.  CPT  defines  critical  care 
services  to  be  reported  with  critical  care 
CPT  codes  as  the  “direct  delivery  by  a 
physician(s)  of  medical  care  for  a 
critically  ill  or  critically  injured 
patient.”  Under  the  OPPS,  in 
Transmittal  1139,  Change  Request  5438, 
dated  December  22,  2006,  we  stated  that 
the  time  that  can  be  reported  as  critical 
care  is  the  time  spent  by-a  physician 
and/or  hospital  staff  engaged  in  active 


face-to-face  critical  care  of  a  critically  ill 
or  critically  injured  patient.  We  also 
established  HCPCS  code  G0390  (Trauma 
response  team  associated  with  hospital 
critical  care  service)  in  CY  2007  for  the 
reporting  of  a  trauma  response  in 
association  with  critical  care  services.  , 
We  refer  readers  to  section  III.D;7.f.  of 
this  final  rule  with  comment  period  for 
further  discussion  of  payment  for  a 
trauma  response  associated  with 
hospital  critical  care  services. 

Currently,  CMS  instructs  hospitals  to 
report  the  CY  2008  CPT  codes  that 
describe  new  and  established  clinic 
visits.  Type  A  emergency  department 
visits,  and  critical  care  services,  and  the 
six  Level  II  HCPCS  codes  to  report  Type 
B  emergency  department  visits  and 
trauma  activation  provided  in 
association  with  critical  care  services. 
These  codes  are  listed  below  in  Table 
35.  As  we  stated  in  the  proposed  rule 
(73  FR  41506),  we  are  not  changing  the 
visit  HCPCS  codes  that  hospitals  report 
for  CY  2009. 


Table  35 — CY  2009  CPT  E/M  and  Level  II  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department 

Visits  and  Critical  Care  Services 


CY  2009 
HCPCS  code 


CY  2009  descriptor 


Clinic  Visit  HCPCS  Codes 


99201 

99202 

99203 

99204 

99205 

99211 

99212 

99213 

99214 

99215 


Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  1). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  2). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  3). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  4). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  5). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  1). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  2). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  3). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  4). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  5). 
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Table  35 — CY  2009  CPT  E/M  and  Level  II  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department 


Visits  and  Critical  Care  Services — Continued 

CY  2009 
HCPCS  code 

CY  2009  descriptor 

Emergency  Department  Visit  HCPCS  Codes 

99281  . 

99282  . 

99283  . 

99284  . 

99285  . 

G0380  . 

G0381  . 

G0382  . 

G0383  . ■ 

G0384  . 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  1). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  2). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  3). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  4). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  5). 

Type  B  emergency  department  visit  (Level  1).  . 

Type  B  emergency  department  visit  (Level  2). 

Type  B  emergency  department  visit  (Level  3). 

Type  B  emergency  department  visit  (Level  4). 

Type  B  emergency  department  visit  (Level  5). 

Critical  Care  Services  HCPCS  Codes 

99291  . 

99292  . 

G0390  .  1 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  first  30-74  minutes. 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  each  additional  30  minutes. 

Trauma  response  associated  with  hospital  critical  care  service. 

The  majority  of  CPT  code  descriptors 
are  applicable  to  both  physician  and 
facility  resources  associated  with 
specific  services.  However,  we  have 
acknowledged  from  the  beginning  of  the 
OPPS  that  we  believe  that  CPT  E/M 
codes  were  defined  to  reflect  the 
activities  of  physicians  and  do  not 
necessarily  fully  describe  the  range  and 
mix  of  services  provided  by  hospitals 
during  visits  of  clinic  or  emergency 
department  patients  or  critical  care 
encounters.  While  awaiting  the 
development  of  a  national  set  of  facility- 
specific  codes  and  guidelines,  we  have 
advised  hospitals  that  each  hospital’s 
internal  guidelines  that  determine  the 
levels  of  clinic  and  emergency 
department  visits  to  be  reported  should 
follow  the  intent  of  the  CPT  code 
descriptors,  in  that  the  guidelines 
should  be  designed  to  reasonably  relate 
the  intensity  of  hospital  resources  to  the 
different  levels  of  effort  represented  by 
the  codes. 

During  its  March  2008  APC  Panel 
meeting,  the  APC  Panel  recommended 
that  CMS  provide,  for  review  by  the 
Visits  and  Observation  Subcommittee  at 
the  next  CY  2008  APC  Panel  meeting: 

(1)  Frequency  and  median  cost  data  on 
new  and  established  patient  clinic  visits 
and  Type  A  and  Type  B  emergency 
department  visits;  (2)  data  on  CPT  code 
99291  (Critical  care,  evaluation  and 
management  of  the  critically  ill  or 
critically  injured  patient;  first  30-74 
minutes)  and  APC  617  (Critical  Care); 
and  (3)  frequency  and  median  cost  data 
on  the  extended  assessment  and 
management  composite  APCs  (that  is, 
APCs  8002  and  8003).  We  adopted  all 
three  of  these  recommendations  and 
provided  frequency  and  cost  data 


related  to  these  services  at  the  August 
2008  APC  Panel  meeting.  During  its 
August  2008  meeting,  the  APC  Panel 
requested,  for  review  by  the  APC  Panel 
at  the  next  CY  2009  APC  Panel  meeting, 
an  analysis  of  CY  2008  claims  data  for 
clinic  visits,  Type  A  and  Type  B 
emergency  department  visits,  and 
extended  assessment  and  management 
composite  APCs.  The  APC  Panel  also 
recommended  that  the  work  of  the 
Visits  and  Observation  Subcommittee 
continue.  We  are  adopting  these 
recommendations. 

The  complete  discussion  related  to 
visits  is  provided  below.  A  complete 
discussion  related  to  the  extended 
assessment  and  management  composite 
APCs  can  be  found  in  section  II.A.2.e.(l) 
of  this  final  rule  with  comment  period. 

B.  Policies  for  Hospital  Outpatient  Visits 

1.  Clinic  Visits:  New  and  Established 
Patient  Visits 

CPT  defines  an  established  patient  as 
“one  who  has  received  professional 
services  from  the  physician  or  another 
physician  of  the  same  specialty  who 
belongs  to  the  same  group  practice, 
within  the  past  3  years.”  To  apply  this 
definition  to  hospital  clinic  visits,  we 
stated  in  the  April  7,  2000  OPPS  final 
rule  with  comment  period  (65  TR 
18451),  that  the  meanings  of  “new”  and 
“established”  pertain  to  whether  or  not 
the  patient  already  has  a  hospital 
medical  record  number.  If  the  patient 
has  a  hospital  medical  record  that  was 
created  within  the  past  3  years,  that 
patient  is  considered  an  established 
patient  to  the  hospital.  The  same  patient 
could  be  “new”  to  the  physician  but  an 
“established”  patient  to  the  hospital. 

The  opposite  could  be  true  if  the 


physician  has  a  longstanding 
relationship  with  the  patient,  in  which 
case  the  patient  would  be  an 
“established”  patient  with  respect  to  the 
physician  and  a  “new”  patient  with 
respect  to  the  hospital.  Our  resource 
cost  data  continue  to  show  that  new 
patient  visits  are  consistently  more 
costly  than  established  patient  visits  of 
the  same  level. 

Since  the  implementation  of  the 
OPPS,  we  have  received  very  few 
comments  related  to  the  definitions  of 
new  and  established  patient  visits. 
However,  during  the  past  year,  we  have 
heard  from  several  provider  groups  that 
hospitals  cannot  easily  distinguish 
between  new  and  established  patients 
for  purposes  of  correctly  reporting  clinic 
visits  under  the  OPPS,  based  on  the 
definition  above.  We  considered  several 
options  for  refining  the  definitions  of 
new  and  established  patients  as  they 
would  apply  under  the  CY  2009  OPPS 
in  order  to  reduce  hospitals’ 
administrative  burden  associated  with 
reporting  appropriate  clinic  visit  CPT 
codes. 

We  considered  proposing  to  eliminate 
the  distinction  between  new  and 
established  patient  visits  under  the 
OPPS,  as  had  previously  been 
recommended  by  the  APC  Panel  for  CY 
2008.  We  considered  instructing 
hospitals  to  bill  all  visits  as  established 
patient  visits  and  the  hospital  would 
determine  the  appropriate  code  level 
based  on  the  resources  expended  during 
the  visit.  However,  because  hospital 
claims  data  continue  to  show  significant 
cost  differences  between  new  and 
established  patient  visits,  we  believe  it 
is  most  appropriate  to  continue  to 
recognize  the  CPT  codes  for  both  new 
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and  established  patient  visits  and,  in 
some  cases,  provide  differential 
payment  for  new  and  established 
patient  visits  of  the  same  level.  In 
addition,  we  continue  to  believe  it  is 
important  that  CPT  codes  be  reported 
consistent  with  their  code  descriptors, 
and  that  some  patients  will  always  be 
new  to  the  hospital,  regardless  of  any 
potential  refinement  in  the  definition  of 
“new”  for  reporting  clinical  visits  under 
the  OPPS.  Therefore,  as  we  stated  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41507),  we  did  not  propose  this 
approach  for  reporting  CPT  codes  for 
clinic  visits  for  CY  2009. 

Another  alternative  we  considered 
was  proposing  to  define  an  established 
patient  as  a  patient  who  already  had  a 
hospital  medical  record  number  at  the 
hospital  where  he  or  she  was  currently 
receiving  services,  regardless  of  when 
this  medical  record  was  created.  Several 
commenters  to  the  CY  2008  OPPS/ASC 
proposed  rule  preferred  this  distinction 
rather  than  the  current  policy,  which 
requires  hospitals  to  determine  if  the 
patient’s  hospital  medical  record  was 
created  within  the  past  3  years  (72  FR 
66793).  However,  one  commenter  noted 
an  extreme  example  in  which  a  patient 
who  was  born  at  a  hospital  and  assigned 
a  medical  record  number  would  always 
be  considered  an  established  patient  to 
that  hospital,  even  if  the  patient  w'as  not 
treated  again  at  that  hospital  until 
decades  later.  We  continue  to  believe  it 
is  appropriate  to  include  a  time  limit 
when  determining  whether  a  patient  is 
new  or  established  from  the  hospital’s 
perspective  because  we  would  expect 
that  care  of  a  patient  who  was  not 
treated  at  the  hospital  for  several  years 
prior  to  a  visit  could  require 
significantly  greater  hospital  resources 
than  care  for  a  patient  who  was  recently 
treated  at  the  hospital.  Therefore,  as  we 
stated  in  the  proposed  rule  (73  FR 
41507),  we  did  not  propose  this 
alternative  for  CY  2009. 

We  considered  proposing  to  modify 
the  new  and  established  patient 
definitions  for  reporting  clinic  visits 
under  the  OPPS  so  they  would  pertain 
to  whether  or  not  the  patient  was 
registered  in  a  specific  hospital  clinic 
within  the  past  3  years.  However,  we 
believe  this  approach  could  be 
problematic  because  we  do  not  believe 
that  every  clinic  has  clear 
administrative  boundaries  that  define 
whether  the  patient  was  previously  seen 
in  that  particular  clinic.  For  example,  a 
hospital-based  clinic  may  have  several 
locations,  including  on-campus  and  off- 
campus  sites,  or  a  specific  area  of  the 
hospital  may  house  two  or  more 
specialty  clinics  that  treat  disparate 
types  of  clinical  conditions. 


We  considered  the  options  described 
above  but  did  not  propose  to  adopt 
these  three  alternatives  for  CY  2009. 
Instead,  we  proposed  to  modih'  the 
definitions  of  “new”  and  “established” 
patients  as  they  apply  to  hospital 
outpatient  visits.  Specifically,  the 
meanings  of  “new”  and  “established” 
patients  would  pertain  to  whether  or  not 
the  patient  has  been  registered  as  an 
inpatient  or  outpatient  of  the  hospital 
within  the  past  3  years.  Under  this 
proposed  modification,  hospitals  would 
not  need  to  determine  the  specific  clinic 
where  the  patient  was  previously 
treated  because  the  modified  definition 
would  not  rely  upon  when  the  medical 
record  was  initially  created  but  rather 
would  depend  upon  whether  the 
individual  has  been  registered  as  a 
hospital  inpatient  or  outpatient  within 
the  previous  3  years. 

In  addition,  hospitals  would  also  not 
need  to  determine  when  the  medical 
record  w'as  initially  created.  If  the 
patient  has  been  registered  as  an 
inpatient  or  outpatient  of  the  hospital 
within  the  past  3  years,  that  patient  is 
considered  an  “established”  patient  to 
the  hospital.  If  a  patient  has  been 
registered  as  an  outpatient  in  a 
hospital’s  off-campus  provider-based 
clinic  or  emergency  department  within 
the  past  3  years,  that  patient  would  still 
be  considered  an  “established”  patient 
to  the  hospital  for  an  on-campus  or  off- 
campus  clinic  visit  even  if  the  medical 
record  was  initially  created  by  the 
hospital  prior  to  the  past  3  years. 
Consistent  with  past  policy,  the  same 
patient  may  be  “new”  to  the  physician 
but  an  “established”  patient  to  the 
hospital.  The  opposite  would  be  true  if 
the  physician  has  a  longstanding 
relationship  with  the  patient,  in  which 
case  the  patient  would  be  an 
“established”  patient  with  respect  to  the 
physician  and  a  “new”  patient  with 
respect  to  the  hospital.  We  believe  that 
our  proposed  modified  definition  of 
new  and  established  patients  for 
reporting  visits  under  the  OPPS  would 
be  administratively  straightforward  for 
hospitals  to  apply,  while  continuing  to 
capture  differences  in  hospital  resources 
required  to  provide  new  and  established 
patient  clinic  visits.  Furthermore,  we 
believe  that  cost«  from  historical 
hospital  claims  data  for  services 
reported  under  the  past  OPPS 
interpretation  of  new  and  established 
patient  visits  could  simply  be 
crosswalked  to  the  expected  costs  of  the 
corresponding  visit  level  reported  under 
'our  proposed  modified  definition, 
thereby  providing  appropriate  payment 
for  new  and  established  clinic  visits  for 
all  five  levels  until  CY  2009  claims  data 


reflecting  the  refined  definitions  would 
be  available  for  CY  2011  ratesetting.  We 
expect  only  minimal  cost  differences  for 
clinic  visits  based  on  these  proposed 
new  definitions  established  for  CY  2009. 
We  invited  the  public  to  specifically 
comment  on  the  proposed  modified 
definitions  of  new  and  established 
patients  under  the  OPPS. 

Comment:  Most  commenters 
supported  the  first  alternative  described 
above  and  requested  that  CMS  eliminate 
the  need  for  hospitals  to  distinguish 
between  new  and  established  patient 
visits  because  of  the  administrative 
difficulty  in  determining  the  correct 
visit  type.  Specifically,  these 
commenters  suggested  that  hospitals  bill 
an  appropriate  visit  code,  based  on  the 
resources  expended  in  the  visit  at  a 
level  determined  by  the  hospitals’ 
internal  reporting  guidelines,  without 
distinguishing  whether  the  patient  is 
new  or  established.  Several  commenters 
requested  that  we  adopt  the  APC  Panel’s 
March  2007  recommendation,  as  related 
to  visits.  Specifically,  the  APC  Panel 
recommended  at  that  time  that  CMS 
eliminate  the  “new”  and  “established” 
patient  distinctions  in  the  reporting  of 
hospital  clinic  visits.  During  its 
discussion,  the  APC  Panel  suggested 
that  hospitals  bill  the  appropriate  level 
clinic  visit  code  according  to  the 
resources  expended  while  treating  the 
beneficiary,  based  on  each  hospital’s 
internal  guidelines.  The  APC  Panel  also 
suggested  that  each  hospital’s  internal 
guidelines  reflect  resource  cost 
differences  (if  a  difference  exists) 
between  new  and  established  patients. 

Several  commenters  suggested  that 
CMS  change  the  status  of  the  new 
patient  visit  CPT  codes  to  nonpayable 
and  require  hospitals  to  bill  the 
established  patient  visit  codes 
exclusively.  One  commenter 
acknowledged  the  payment  difference 
between  new  and  established  patient 
visits  but  noted  that  its  hospital  system 
chose  to  bill  all  visits  as  established 
patients  because  of  the  administrative 
burden  associated  with  determining 
whether  a  patient  is  new  or  established. 
Other  commenters  suggested  that  CMS 
require  hospitals  to  bill  the  new  patient 
visit  codes  exclusively,  particularly  in 
urgent  care  clinics,  claiming  that  tbe 
patients’  previous  encounters  are  rarely 
relevant  to  future  visits.  Another 
commenter  noted  that  resource 
efficiencies  that  exist  when  treating  an 
established  patient  do  not  pertain  in  the 
HOPD  in  the  same  way  as  they  apply  to 
the  physician’s  office. 

If  CMS  were  to  finalize  a  policy  that 
required  hospitals  to  bill  only  one  type 
of  visit  code  for  a  given  visit  level, 
several  commenters  suggested  setting 
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the  payment  rate  for  the  reportable  visit 
code  at  a  blend  of  the  new  and 
established  patient  visit  rates  for  that 
level.  Several  commenters  believed  that, 
under  both  the  current  and  proposed 
definitions  for  new  and  established 
patients,  it  is  difficult  for  mid-sized 
hospitals  and  impossible  for  small 
hospitals  to  determine  whether  a  patient 
visit  should  be  reported  with  the  new  or 
established  patient  visit  code.  Many 
commenters  suggested  that  the  AMA 
create  hospital-specific  Category  I  CPT 
visit  codes  that  do  not  distinguish 
between  new  and  established  patient 
visits,  as  appropriate  for  reporting 
hospital  resource  use.  These 
commenters  indicated  that  it  would  be 
most  appropriate  for  the  AMA  to  create 
these  hospital-specific  visit  codes 
following  implementation  of  national 
visit  guidelines.  Other  commenters 
requested  the  creation  of  Level  II  HCPCS 
G-codes  for  reporting  clinic  visits, 
noting  that  implementation  of  national 
guidelines  does  not  appear  to  be 
imminent,  and  that  HCPCS  G-codes 
would  solve  the  immediate  problem. 

While  most  commenters 
recommended  that  CMS  eliminate  the, 
distinction  between  new  and 
established  patient  visits,  other 
commenters  supported  the  proposed 
definitions  for  new  and  established 
patients.  Some  commenters  supported 
the  general  proposal  to  refine  the 
definition  of  a  new  patient  under  the 
OPPS,  but  suggested  that  the  3  year 
window  was  too  long  because 
significant  changes  can  occur  in  a 
patient’s  medical  history  that  would  not 
be  reflected  in  a  medical  record  that  had 
not  been  updated  for  3  years.  Other 
commenters  noted  a  preference  for 
reporting  visits  without  distinguishing 
between  new  and  established  patient 
visits,  but  stated  that  if  it  was  necessary 
to  distinguish  between  new  and 
established  patient  visits,  the  proposed 
refinement  to  the  definition  of  a  new 
patient  was  an  improvement  from  the 
previous  definition. 

One  commenter  suggested  that  CMS 
finalize  another  one  of  the  alternatives 
discussed  above  and  modify  the  new 
and  established  patient  definitions  for 
reporting  clinic  visits  under  the  OPPS 
so  they  would  pertain  to  whether  or  not 
the  patient  was  registered  in  a  specific 
hospital  clinic  within  the  past  3  years. 

Response:  Because  hospitals  will  be 
reporting  CPT  codes  for  CY  2009  and  we 
continue  to  observe  significant  cost 
differences  between  new  and 
established  patient  visits  of  the  same 
level,  we  will  continue  to  recognize  new 
and  established  patient  visit  codes 
under  the  CY  2009  OPPS,  consistent 
with  their  CPT  code  descriptors.  VVe 


agree  with  the  commenters  that  it  could 
be  less  burdensome  from  a  coding 
perspective  if  hospitals  only  needed  to 
report  one  set  of  codes,  rather  than 
continuing  to  distinguish  between  new 
and  established  patient  visits.  However, 
we  do  not  believe  that  this  would  pay 
most  appropriately  anchaccurately  for 
new  and  established  visits  at  all  five 
levels  based  on  the  costs  that  have  been 
reported  to  us  by  hospitals  for  these 
services.  For  CY  2009,  hospitals  should 
continue  to  distinguish  between  new 
and  established  patient  visits,  consistent 
with  their  CPT  code  descriptors,  in 
order  to  receive  appropriate  payment  for 
these  services  and  so  that  accurate 
claims  data  are  available  for  future 
OPPS  ratesetting.  While  we 
acknowledge  that  some  hospitals  may 
prefer  HCPCS  G-codes  rather  than 
continuing  to  distinguish  between  new 
and  established  patient  visits  in 
reporting  CPT  codes,  we  are  reluctant  to 
again  consider  establishing  HCPCS  G- 
codes,  particularly  in  the  absence  of 
national  guidelines,  based  on  past 
comments  we  have  received  to  prior 
proposed  rules.  Furthermore,  public 
comments  we  have  received  to  the  CY 
2009  OPPS/ASC  proposed  rule  and 
prior  proposed  rules  on  the 
establishment  of  Level  II  HCPCS  codes 
for  services  other  than  visits  generally 
have  reflected  a  strong  general 
preference  on  the  part  of  commenters 
for  OPPS’  use  of  CPT  codes  rather  than 
Level  II  HCPCS  codes. 

The  majority  of  commenters  who 
expressed  an  opinion  about  the 
definitions  of  new  and  established 
patients,  if  we  were  to  continue  to 
recognize  a  distinction,  believed  that  the 
proposed  new  and  established  patient 
definitions  would  be  easier  to  apply 
than  the  current  definitions.  While  we 
are  continuing  to  recognize  the  CPT 
codes  for  new  and  established  patient 
visits,  we  are  interested  in  minimizing 
the  admini.strative  reporting  burden  of 
hospitals,  while  continuing  to  capture 
resource  differences  between  new  and 
established  patient  visits  of  the  same 
level.  Therefore,  we  believe  that 
adopting  our  proposed  modifications  to 
these  definitions  is  the  most  desirable 
approach  for  CY  2009. 

Comment:  One  commenter  asked 
whether  the  new  and  established  patient 
definitions  apply  to  CPT  codes  other 
than  CPT  codes  99201  through  99205 
and  CPT  codes  99211  through  99215. 
Specifically,  the  commenter  questioned 
whether  the  definitions  would  apply  to 
CPT  codes  99605  (Medication  therapy 
management  service{s)  provided  by  a 
pharmacist,  individual,  face-to-face  with 
patient,  with  assessment  and 
intervention  if  provided:  initial  15 


minutes,  new  patient)  and  99606 
(Medication  therapy  management 
service(s)  provided  by  a  pharmacist, 
individual,  face-to-face  with  patient, 
with  assessment  and  intervention  if 
provided;  initial  15  minutes,  established 
patient). 

Response:  CPT  codes  99605  and 
99606  are  assigned  status  indicator  “E” 
under  the  OPPS,  indicating  that  they  are 
not  payable  under  the  OPPS  and  should 
not  be  reported  on  OPPS  claims.  If  a 
hospital  provided  medication  therapy 
management  services  described  by  the 
CPT  codes  as  part  of  a  clinic  visit, 
emergency  department  visit,  or  a 
procedure,  that  visit  or  procedure  would 
be  reportable,  and  the  medication 
therapy  management  services  provided 
as  part  of  that  service  would  be  covered 
by  Medicare,  but  would  not  be 
separately  payable.  For  a  complete  • 
discussion  of  these  codes,  we  refer 
readers  to  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR 
68061).  The  discussion  relates  to  CPT 
codes  0115T  through  0117T,  which 
were  the  predecessor  codes  to  CPT 
codes  99605  through  99607. 

In  general,  however,  the  new  and 
established  patient  definitions  for  CY 
2009  would  also  apply  under  the  OPPS 
to  payable  CPT  codes  other  than  CPT 
codes  99201  through  99205  and  99211 
through  99215  that  distinguish  between 
new  and  established  patients  unless  we 
have  specifically  provided  different 
instructions  regarding  the  reporting  of 
those  codes. 

After  consideration  of  the  public 
comments  received,  and  for  the  reasons 
explained  in  this  section,  we  are 
finalizing  our  CY  2009  proposal, 
without  modification,  to  change  the 
definitions  of  new  and  established 
patients  as  they  relate  to  reporting 
hospital  outpatient  visits  under  the 
OPPS.  Specifically,  beginning  in  CY 
2009,  the  meanings  of  “new”  and 
“established”  patients  pertain  to 
whether  or  not  the  patierit  has  been 
registered  as  an  inpatient  or  outpatient 
of  the  hospital  within  the  past  3  years. 

A  patient  who  has  been  registered  as  -an 
inpatient  or  outpatient  of  the  hospital 
within  the  3  years  prior  to  the  visit 
would  be  considered  to  be  an 
established  patient  for  that  visit,  while 
a  patient  who  has  not  been  registered  as 
an  inpatient  or  outpatient  of  the  hospital 
within  the  3  years  prior  to  the  visit 
would  be  considered  to  be  a  new  patient 
for  that  visit. 

As  discussed  further  in  section 
II.A.2.e.(l)  of  this  final  rule  with 
comment  period  and  consistent  with 
our  CY  2008  policy,  when  calculating 
the  median  costs  for  the  clinic  visit 
APCs  (0604  through  0608),  we  will 
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utilize  our  methodology  that  excludes 
those  claims  for  visits  that  are  eligible 
for  payment  through  the  extended 
assessment  and  management  composite 
APC  8002  (Level  I  Extended  Assessment 
and  Management  Composite).  VVe 
believe  that  this  approach  will  result  in 
the  most  accurate  cost  estimates  for 
APCs  0604  through  0608  for  CY  2009. 

2.  Emergency  Department  Visits 

As  described  in  section  IX.  A.  of  this 
final  rule  with  comment  period,  CPT 
defines  an  emergency  department  as  “an 
organized  hospital-based  facility  for  the 
provision  of  unscheduled  episodic 
services  to  patients  who  present  for 
immediate  medical  attention.  The 
facility  must  be  available  24  hours  a 
day.”  Prior  to  CY  2007,  under  the  OPPS_ 
we  restricted  the  billing  of  emergency 
department  CPT  codes  to  services 
furnished  at  facilities  that  met  this  CPT 
definition.  Facilities  open  less  than  24 
hours  a  day  should  not  have  reported 
the  emergency  department  CPT  codes 
for  visits. 

Sections  1866(a)(l)(I),  1866(a)(l)(N), 
and  1867  of  the  Act  impose  specific 
obligations  on  Medicare-participating 
hospitals  and  CAHs  that  offer 
emergency  services.  These  obligations 
concern  individuals  who  come  to  a 
hospital’s  dedicated  emergency 
department  and  request  examination  or 
treatment  for  medical  conditions,  and 
apply  to  all  of  these  individuals, 
regardless  of  whether  or  not  they  are 
beneficiaries  of  any  program  under  the 
Act.  Section  1867(h)  of  the  Act 
specifically  prohibits  a  delay  in 
providing  required  screening  or 
stabilization  services  in  order  to  inquire 
about  the  individual’s  payment  method 
or  insurance  status.  Section  1867(d)  of 
the  Act  provides  for  the  imposition  of 
civil  monetary  penalties  on  hospitals 
and  physicians  responsible  for  failing  to 
meet  the  provisions  listed  above.  These 
provisions,  taken  together,  are 
frequently  referred  to  as  the  EMTALA 
provisions. 

Section  489.24  of  the  EMTALA 
regulations  defines  “dedicated 
emergency  department”  as  any 
department  or  facility  of  the  hospital, 
regardless  of  whether  it  is  located  on  or 
off  the  main  hospital  campus,  that  meets 
at  least  one  of  the  following 
requirements:  (1)  It  is  licensed  by  the 
State  in  which  it  is  located  under 
applicable  State  law  as  an  emergency 
room  or  emergency  department;  (2)  It  is 
held  out  to  the  public  (by  name,  posted 
signs,  advertising,  or  other  means)  as  a 
place  that  provides  care  for  emergency 
medical  conditions  on  an  urgent  basis 
without  requiring  a  previously 
scheduled  appointment;  or  (3)  During 


the  calendar  year  immediately 
preceding  the  calendar  year  in  which  a 
determination  under  the  regulations  is 
being  made,  based  on  a  representative 
sample  of  patient  visits  that  occurred 
during  that  calendar  year,  it  provides  at 
least  one-third  of  all  of  its  outpatient 
visits  for  the  treatment  of  emergency 
medical  conditions  on  an  urgent  basis 
without  requiring  a  previously 
scheduled  appointment. 

In  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42756),  we  reiterated  our 
belief  that  every  emergency  department 
that  meets  the  CPT  definition  of 
emergency  department  also  qualifies  as 
a  dedicated  emergency  department 
under  EMTALA;  However,  we  indicated 
that  we  were  aware  that  there  are  some 
departments  or  facilities  of  hospitals 
that  meet  the  definition  of  a  dedicated 
emergency  department  under  the 
EMTALA  regulations,  but  that  do  not 
meet  the  more  restrictive  CPT  definition 
of  an  emergency  department.  For 
example,  a  hospital  department  or 
facility  that  meets  the  definition  of  a 
dedicated  emergency  department  may 
not  be  available  24  hours  a  day,  7  days 
a  week.  Nevertheless,  hospitals  with 
such  departments  or  facilities  incur 
EMTALA  obligations  with  respect  to  an 
individual  who  presents  to  the 
department  and  requests,  or  has 
requested  on  his  or  her  behalf, 
examination  or  treatment  for  an 
emergency  medical  condition.  However, 
because  they  did  not  meet  the  CPT 
requirements  for  reporting  emergency 
visit  E/M  codes,  prior  to  CY  2007,  these 
facilities  were  required  to  bill  clinic 
visit  codes  for  the  services  they 
furnished  under  the  OPPS.  Wt  had  no 
way  to  distinguish  in  our  hospital 
claims  data  the  costs  of  visits  provided 
in  dedicated  emergency  departments 
that  did  not  meet  the  CPT  definition  of 
emergency  department  from  the  costs  of 
clinic  visits. 

Prior  to  CY  2007,  some  hospitals 
requested  that  they  be  permitted  to  bill 
emergency  department  visit  codes  under 
the  OPPS  for  services  furnished  in  a 
facility  that  met  the  CPT  definition  for 
reporting  emergency  department  visit  E/ 
M  codes,  except  that  the  facility  was  not 
available  24  hours  a  day.  These 
hospitals  believed  that  their  resource 
costs  for  visits  were  more  similar  to 
those  of  emergency  departments  that 
met  the  CPT  definition  than  they  were 
to  the  resource  costs  of  clinics. 
Representatives  of  such  facilities  argued 
that  emergency  department  visit 
payments  would  be  more  appropriate, 
on  the  grounds  that  their  facilities 
treated  patients  with  emergency 
conditions  whose  costs  exceeded  the 
resout'ces  reflected  in  the  clinic  visit 


APC  payments,  even  though  these 
emergency  departments  were  not 
available  24  hours  per  day.  In  addition, 
these  hospital  representatives  indicated 
that  their  facilities  had  EMTALA 
obligations  and  should,  therefore,  be 
able  to  receive  emergency  department 
visit  payments.  While  these  emergency 
departments  may  have  provided  a 
broader  range  and  intensity  of  hospital 
services,  and  required  significant 
resources  to  assure  their  availability  and 
capabilities  in  comparison  with  typical 
hospital  outpatient  clinics,  the  fact  that 
they  did  not  operate  with  all  capabilities 
full-time  suggested  that  hospital 
resources  associated  with  visits  to 
emergency  departments  or  facilities 
available  less  than  24  hours  a  day  might 
not  be  as  great  as  the  resources 
associated  with  emergency  departments 
or  facilities  that  were  available  24  hours 
a  day,  and  that  fully  met  the  CPT 
definition. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68132),  we 
finalized  the  definition  of  Type  A 
emergency  departments  to  distinguish 
them  from  Type  B  emergency 
departments.  A  Type  A  emergency 
department  must  be  available  to  provide 
services  24  hours  a  day,  7  days  a  week, 
and  meet  one  or  both  of  the  following 
requirements  related  to  the  EMTALA 
definition  of  a  dedicated  emergency 
department,  specifically:  (1)  It  is 
licensed  by  the  State  in  which  it  is 
located  under  the  applicable  State  law 
as  an  emergency  room  or  emergency 
department;  or  (2)  It  is  held  out  to  the 
public  (by  name,  posted  signs, 
advertising,  or  other  means)  as  a  place 
that  provides  care  for  emergency 
medical  conditions  on  an  urgent  basis 
without  requiring  a  previously 
scheduled  appointment.  For  CY  2007 
(71  FR  68140),  we  assigned  the  five  CPT 
E/M  emergency  department  visit  codes 
for  services  provided  in  Type  A 
emergency  departments  to  the  five 
newly  created  Emergency  Visit  APCs, 
specifically  0609  (Level  1  Emergency 
Visits),  0613  (Level  2  Emergency  Visits), 
0614  (Level  3  Emergency  Visits),  0615 
(Level  4  Emergency  Visits),  and  0616 
(Level  5  Emergency  Visits). 

VVe  defined  a  Type  B  emergency 
department  as  any  dedicated  emergency 
department  that  incurred  EMTALA 
obligations  under  §  489.24  of  the 
EMTALA  regulations  but  that  did  not 
meet  the  Type  A  emergency  department 
definition.  To  determine  whether  visits 
to  Type  B  emergency  departments  have 
different  resource  costs  than  visits  to 
either  clinics  or  Type  A  emergency 
departments,  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68132),  we  finalized  a  set  of  five  HCPCS 
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G-codes  for  use  by  hospitals  to  report 
visits  to  all  entities  that  meet  the 
definition  of  a  dedicated  emergency 
department  under  the  EMTALA 
regulations  in  §489.24,  but  that  are  not 
Type  A  emergency  departments.  These 
codes  are  called  “Type  B  emergency 
department  visit  codes.”  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68132),  we  explained  that 
these  new  HCPCS  G-codes  would  serve 
as  a  vehicle  to  capture  median  cost  and 
resource  differences  among  visits 
provided  by  Type  A  emergency 
departments.  Type  B  emergency 
departments,  and  clinics.  For  CYs  2007 
and  2008,  we  assigned  the  five  new 
Type  B  emergency  department  visit 
codes  for  services  provided  in  a  Type  B 
emergency  department  to  the  five  Glinic 
Visit  APCs,  specifically  0604  (Level  1 
Hospital  Clinic  Visits),  0605  (Level  2 
Hospital  Clinic  Visits),  0606  (Level  3 
Hospital  Clinic  Visits),  0607  (Level  4 
Hospital  Clinic  Visits),  and  0608  (Level 
5  Hospital  Clinic  Visits).  This  payment 
policy  for  Type  B  emergency 
department  visits  was  similar  to  our 
previous  policy,  which  required  that 
services  furnished  in  emergency 
departments  that  had  an  EMTALA 
obligation  but  did  not  meet  the  CPT 
definition  of  emergency  department  be 
reported  using  CPT  clinic  visit  E/M 
codes,  resulting  in  payments  based 
upon  clinic  visit  APCs.  While 
maintaining  the  same  payment  policy 
for  Type  B  emergency  department  visits 
in  CYs  2007  and  2008,  we  believe  the 
reporting  of  specific  HCPCS  G-codes  for 
emergency  department  visits  provided 
in  Type  B  emergency  departments 
would  permit  us  to  specifically  collect 
and  analyze  the  hospital  resource  costs 
of  visits  to  these  facilities  in  order  to 
determine  if  in  the  future  a  proposal  for 
an  alternative  payment  policy  might  be 
warranted.  We  expected  hospitals  to 
adjust  their  charges  appropriately  to 
reflect  differences  in  Type  A  and  Type 
B  emergency  department  visit  costs.  We 
noted  that  the  OPPS  rulemaking  cycle 
for  CY  2009  would  be  the  first  year  that 
we  would  have  cost  data  for  these  new 
Type  B  emergency  department  HCPCS 
codes  available  for  analysis. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41509),  we  summarized  the 
CY  2007  proposed  rule  cost  data 
available  for  the  CY  2009  ratesetting  for 
the  Type  B  emergency  department 
HCPCS  codes  G0380  through  G0384. 
Based  on  those  data,  342  hospitals 
billed  at  least  one  Type  B  emergency 
department  visit  code  in  CY  2007,  with 
a  total  frequency  of  visits  provided  in 
Type  B  emergency  departments  of 
approximately  200,000.  All  except  2  of 


the  342  hospitals  reporting  Type  B 
emergency  department  visits  in  CY  2007 
also  reported  Type  A  emergency 
department  visits.  Overall,  many  more 
hospitals  (approximately  2,911  total 
hospitals)  reported  Type  A  emergency 
department  visits  than  Type  B 
emergency  department  visits.  For 
comparison  purposes,  the  total 
frequency  of  visits  provided  in  hospital 
outpatient  clinics  and  Type  A 
emergency  departments  is 
approximately  14.5  million  and  10.3 
million,  respectively. 

As  stated  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41509),  we 
performed  additional  data  analyses  to 
gather  more  information  to  support  our 
proposal  for  payment  of  Type  B 
emergency  department  visits.  This 
included  studying  the  emergency 
department  visit  charges  and  costs  of 
hospitals  that  billed  Type  B  emergency 
department  visits,  analyzing  the  cost 
data  for  various  subsets  of  hospitals  that 
billed  the  Type  B  emergency 
department  visit  codes,  and  comparing 
visit  cost  data  for  hospitals  that  did  and 
did  not  bill  Type  B  emergency 
department  visit  codes.  Hospitals  that 
reported  both  Type  A  and  Type  B 
emergency  department  visits  billed 
lower  charges  for  Type  B  emergency 
departmertt  visits  than  Type  A 
emergency  department  visits, 
presumably  reflecting  the  lower  costs 
for  Type  B  emergency  department  visits. 
Moreover,  hospitals  that  billed  both 
Type  A  and  Type  B  emergency 
department  visits  also  had  lower  costs 
for  Type  B  emergency  department  visits 
than  Type  A  emergency  department 
visits  at  all  levels  except  for  the  level  5 
Type  B  emergency  department  visit.  The 
Type  A  emergency  department  visit 
costs  for  hospitals  that  billed  both  Type 
A  and  Type  B  emergency  department 
visits  resembled  the  Type  A  emergency 
department  visit  costs  of  hospitals  that 
billed  only  Type  A  emergency 
department  visits  and  did  not  bill  any 
Type  B  emergency  department  visits. 

\Ve  also  determined  that  the  majority  of 
Type  B  emergency  department  visits 
were  reported  under  an  emergency 
department  revenue  code.  In  summary, 
our  further  analyses  confirmed  that  the 
median  costs  of  Type  B  emergency 
department  visits  were  less  than  the 
median  costs  of  Type  A  emergency 
department  visits  for  all  but  the  level  5 
visit,  and  that  the  observed  differences 
were  not  attributable  to  provider-level 
differences  in  the  visit  costs  of  the 
different  groups  of  hospitals  reporting 
Type  A  and  Type  B  emergency 
department  visits.  In  other  words,  the 
median  costs  from  CY  2007  hospital 


claims  represent  real  differences  in  the 
hospital  resource  costs  for  the  same 
level  of  visit  in  a  Type  A  or  Type  B 
emergency  department.  As  noted  earlier 
in  this  section,  the  CY  2007  claims  data 
are  the  first  year  of  claims  data  that 
include  providers’  cost  data  for  the  Type 
B  emergency  department  visits.  We 
indicated  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41509)  that  we 
would  continue  to  perform  additional 
analyses  to  monitor  patterns  of  billing 
and  costs  of  these  services  as  additional 
cost  data  become  available. 

We  shared  preliminary  cost  and 
frequency  data  with  the  Visits  and 
Observation  Subcommittee  of  the  APC 
Panel  and  the  full  APC  Panel  during  its 
March  2008  meeting.  The  APC  Panel 
recommended  that  CMS  continue  to  pay 
levels  1,2,  and  3  Type  B  emergency 
department  visits  at  the  corresponding 
clinic  visit  levels.  The  APC  Panel  also 
recommended  that  CMS  consider  using 
the  clinic  visit  level  5  APC  as  the  basis 
of  payment  for  the  level  4  Type  B 
emergency  department  visit  and  the 
level  5  Type  A  emergency  department 
visit  APC  as  the  basis  of  payment  for  the 
level  5  Type  B  emergency  department 
visit.  Given  the  limited  data  pre.sently 
available  for  Type  B  emergency 
department  visits,  the  APC  Panel  also 
recommended  that  CMS  reconsider 
payment  adjustments  as  more  claims 
data  become  available.  In  general,  the 
APC  Panel’s  recommended 
configuration  would  pay  appropriately 
for  each  level  of  the  Type  B  emergency 
department  visits,  based  on  the  resource 
costs  of  the  Type  B  emergency 
department  visits  that  are  reflected  in 
claims  data. 

In  accordance  with  the  APC  Panel’s 
assessment,  we  proposed  to  establish 
the  payment  for  Type  B  emergency 
department  visits  in  CY  2009  consistent 
with  their  median  costs,  although  our 
proposal  did  not  fully  adopt  the  APC 
Panel’s  recommended  payment 
configuration.  Specifically,  we  proposed 
to  establish  payment  for  levels  1,  2,  3, 
and  4  Type  B  emergency  department 
visits  through  four  levels  of  newly 
created  APCs,  0626  (Level  1  Type  B 
Emergency  Visits),  0627  (Level  2  Type 
B  Emergency  Visits),  0628  (Level  3  Type 
B  Emergency  Visits),  and  0629  (Level  4 
Type  B  Emergency  Visits).  In  addition, 
for  CY  2009,  we  proposed  to  assign 
HCPCS  codes  G0380,  G0381,  G0382, 
and  G0383,  the  levels  1,  2,  3,  and  4  Type 
B  emergency  department  visit  Level  II 
HCPCS  codes,  to  APCs  0626,  0627, 

0628,  and  0629,  respectively.  These 
HCPCS  codes  would  be  the  only  HCPCS 
codes  assigned  to  these  newly  created 
APCs.  Furthermore,  to  distinguish  these 
new  APCs  from  the  APCs  for  levels  1, 
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2,3,  and  4  Type  A  emergency 
department  visits,  we  proposed  to 
modify  the  titles  of  the  current  APCs  for 
these  visits  to  incorporate  Type  A  in 
their  names.  We  proposed  the  following 
titles:  APC  0609  (Level  1  Type  A 
Emergency  Visits):  APC  0613  (Level  2 
Type  A  Emergency  Visits);  APC  0614 
(Level  3  Type  A  Emergency  Visits);  and 
APC  0615  (Level  4  Type  A  Emergency 
Visits).  Finally,  we  proposed  to  map  the 
level  5  Type  B  emergency  department 
visit  code,  HCPCS  code  G0384,  to  APC 
0616  (Level  5  Emergency  Visits),  which 
is  the  same  APC  that  contains  CPT  code 


99285,  the  level  5  Type  A  emergency 
department  visit  code.  Consistent  with 
the  APC  Panel  recommendation,  the 
level  5  Type  B  emergency  department 
visit  payment  rate  would  be  the  same  as 
the  level  5  Type  A  emergency 
department  visit  payment  rate  based 
upon  the  similar  median  costs  for  these 
visits.  For  this  highest  level  of 
emergency  department  visils,  the  costs 
of  these  relatively  uncommon  visits  to 
Type  A  and  Type  B  emergency 
departments  are  comparable,  reflecting 
the  considerable  hospital  resources 


required  to  care  for  these  sick  patients 
in  both  settings. 

During  its  August  2008  meeting,  the 
APC  Panel  recommended  that  CMS 
adopt  the  proposed  APC  assignments 
and  payment  rates  for  Type  A  and  Type 
B  emergency  department  visits  for  CY 
2009. 

The  median  costs  using  final  rule  data 
for  the  Type  B  emergency  department 
visit  HCPCS  codes,  as  compared  to  the 
clinic  visit  and  Type  A  emergency  visit 
APC  median  costs,  are  shown  in  Table 
36  below. 


Table  36— Comparison  of  Median  Costs  for  Clinic  Visit  APCs,  Type  B  Emergency  Department  Visit  HCPCS 

Codes,  and  Type  A  Emergency  Visit  APCs 


Visit  level 

Final  CY  2009 
clinic  visit  APC 
median  cost 

Final  CY  2009 
type  B  emer¬ 
gency  depart¬ 
ment  visit 
HCPCS  code¬ 
specific 
median  cost 

Final  CY  2009 
type  A  emer- 
■  gency  visit 
APC  median 
cost 

Level  1  . 

$53 

$44 

$51 

Level  2  . 

. . . 

67 

60 

84 

Level  3  . 

. . . 

88 

87 

134 

Level  4  . 

111 

156 

213 

Level  5  . 

158 

313 

317 

The  median  costs  of  the  lowest  level 
visit  are  similar  across  all  settings, 
including  clinic  and  Type  A  and  B 
emergency  departments.  Visit  levels  2 
and  3  share  similar  resource  costs  in  the 
clinic  and  Type  B  emergency 
department  settings,  while  visits 
provided  in  Type  A  emergency 
departments  have  higher  estimated 


resource  costs  at  these  levels.  The  level 
4  clinic  visit  APC  is  less  resource 
intensive  than  the  level  4  Type  B 
emergency  department  visit,  which  is 
similarly  less  resource  intensive  than 
the  level  4  Type  A  emergency 
department  visit.  The  Type  A  and  B 
emergency  department  level  5  visit 
median  costs  are  similar  to  each  other 


and  significantly  exceed  the  level  5 
clinic  visit  cost. 

Table  37  below  displays  the  APC 
median  costs  for  each  level  of  Type  B 
emergency  department  visits  using  CY 
2007  final  rule  data,  under  our  proposed 
CY  2009  configuration. 


Table  37— CY  2009  Type  B  Emergency  Department  Visit  APC  Assignments  and  Median  Costs 


Type  B  emergency  department  visit  level 

Final  CY  2009 
i  APC 

assignment 

Final  CY  2009 
APC  median 
cost 

Level  1  . 

0626 

$44 

0627 

60 

'  0628 

87 

Level  4  . 

0629 

156 

Level  5  . 

0616 

317 

For  the  CY  2009  OPPS,  we  also 
proposed  to  include  HCPCS  code  C0384 
in  the  criteria  that  determine  eligibility 
for  payment  of  composite  APC  8003 
(Level  II  Extended  Assessment  and 
Management  Composite). 

Comment:  The  commenters 
overwhelmingly  supported  the  payment 
proposal  related  to  Type  B  emergency 
department  visits.  One  commenter 
specifically  commended  CMS  for 
systematically  creating  HCPCS  codes  for 
Type  B  emergency  department  visits 
with  the  specific  goal  of  measuring 


resource  cost  data  to  determine 
appropriate  payment  rates.  While  most 
commenters  believed  it  was  appropriate 
to  assign  HCPCS  code  C0384  (Level  5 
Type  B  emergency  visit)  to  APC  0616 
(Level  5  Emergency  Visit),  thereby 
paying  the  level  5  Type  B  emergency 
department  visit  at  the  same  rate  as  the 
level  5  Type  A  emergency  department 
visit,  several  commenters  requested  that 
CMS  assign  HCPCS  code  C0384  to  its 
own  Type  B  emergency  department 
APC.  Other  commenters  requested  that 
CMS  instruct  hospitals  to  set  charges 


that  specifically  reflect  resource  use  for 
Type  B  emergency  department  visits, 
whether  provided  in  a  separate  area  of 
the  hospital,  at  an  off-site  location,  or  in 
a  “carved-out”  section  of  the  main 
emergency  department.  Some 
commenters  noted  their  surprise  that 
hours'  of  operation  would  lead  to  cost 
differences  between  Type  A  and  Type  B 
emergency  department  visits  at  most 
levels,  particularly  because  level  5 
emergency  department  visits  in  both 
Type  A  and  Type  B  emergency 
departments  have  similar  costs.  One 
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commenter  suggested  that  CMS  should 
determine  the  true  cause  of  cost 
differences  between  Type  A  and  Type  B 
emergency  department  visits.  Many 
commenters  recommended  that  CMS 
continue  to  monitor  data  and  propose 
future  payment  changes  as  necessary. 
One  commenter  hypothesized  that  Type 
B  emergency  department  visit  costs 
would  grow  more  similar  to  Type  A 
emergency  department  visit  costs  than 
clinic  visit  costs  over  time.  Another 
commenter  noted  that  hospitals  are  still 
becoming  familiar  with  the  relatively 
new  Type  B  emergency  department  visit 
HCPCS  codes  so  CMS  should  perform 
similar  analyses  next  year,  using  an 
additional  year  of  data. 

Response:  We  agree  with  the 
commenters  that  it  would  be 
appropriate  and  informative  to  update 
our  analyses  of  the  cost  data  related  to 
Type  A  and  Type  B  emergency 
department  visits  in  preparation  for  the 
CY  2010  rulemaking,  and  periodically 
thereafter,  to  determine  whether  a 
modified  ARC  configuration  would  be 
appropriate.  This  is,  in  fact,  our  regular 
practice  in  the  course  of  the  annual 
rulemaking  cycle  for  all  OPPS  services. 
In  addition,  we  will  specifically  analyze 
the  Type  B  emergency  department  visit 
level  distributions  when  an  additional 
year  of  data  are  available,  and  regularly 
thereafter.  We  do  not  expect  to  see 
significant  increases  in  the  proportion  of 
high  level  Type  B  emergency 
department  visits  as  a  result  of  the  final 
CY  2009  payment  policy  for  these  visits, 
which  pays  more  for  these  visits  in  CY 
2009  than  in  CY  2008. 

For  CY  2009,  we  do  not  believe  it  is 
necessary  to  assign  HCPCS  code  G0384 
(Level  5  Type  B  emergency  visit)  to  its 
own  APC  rather  than  assigning  it  to  APC 
0616  with  the  level  5  Type  A  emergency 
visit  CPT  code  as  proposed.  For  this 
highest  level  of  emergency  department 
visits,  the  costs  of  these  relatively 
uncommon  visits  to  Type  A  and  Type 
B  emergency  departments  are 
comparable,  reflecting  the  considerable 
hospital  resources  required  to  care  for 
these  sick  patients  in  both  settings.  We 
also  believe  that  level  5  emergency 
department  visits  to  Type  A  and  Type 
B  emergency  departments  are  clinically 
similar  as  well,  so  that  the  two  HCPCS 
codes  are  most  appropriately  assigned  to 
the  same  clinical  APC.  As  always,  we 
encourage  hospitals  to  set  charges  that 
specifically  reflect  resource  use  for  all 
services  provided,  including  Type  A 
and  Type  B  emergency  department 
visits. 

We  continue  to  believe  that  an 
emergency  department’s  hours  of 
operation  and  associated  available 
capacity  contribute  significantly  to  the 


cost  differences  between  levels  1 
through  4  Type  A  and  Type  B 
emergency  department  visits.  We 
acknowledge  that  the  costs  of  the  level 
5  emergency  department  visits  in  both 
the  Type  A  and  Type  B  emergency 
department  settings  are  comparable,  and 
we  attribute  this  to  the  very  significant 
hospital  resources  that  are  often  used  to 
care  for  the  sickest  patients  in  the 
emergency,  department.  We  also  note 
that  level  5  Type  B  emergency 
department  visits  account  for  less  than 
2  percent  of  total  Type  B  emergency 
department  visits,  while  level  5  Type  A 
emergency  department  visits  account  for 
over  12  percent  of  total  Type  A 
emergency  department  visits,  suggesting 
that  for  these  intensive  visits  Type  B 
emergency  departments  may  be  less  able 
to  benefit  from  efficiencies  that  may 
result  from  the  proportionately  higher 
volumes  of  lower  level  services  in  Type 
B  emergency  departments. 

Comment:  Some  commenters  are  still 
concerned  about  the  definition  of  a 
Type  B  emergency  department  and 
offered  various  suggestions  for  refining 
the  definition.  Most  of  these 
commenters  requested  that  CMS  adjust 
the  policy  to  broaden  the  definition  of 
Type  A  emergency  departments, 
specifically  to  revise  the  rule  that 
hospitals  must  carve  out  portions  of  the 
emergency  department  that  are  not 
available  24  hours  a  day.  The 
commenters  specifically  requested  that 
the  definition  be  adjusted  so  that  a  “fast 
track”  area  of  an  emergency  department, 
located  within  the  same  building  as  a 
Type  A  emergency  department,  would 
be  considered  Type  A,  regardless  of  its 
hours  of  operation,  if  it  provides 
unscheduled  emergency  services  and 
shares  a  common  patient  registration 
system  with  the  Type  A  emergency 
department.  These  commenters  also 
recommended  that  CMS  analyze 
whether  cost  differences  between  Type 
A  and  Type  B  emergency  departments 
result  from  varying  contractor  criteria  as 
to  what  defines  a  Type  A  and  Type  B 
emergency  department.  One  commenter 
suggested  that  we  restrict  the  billing  of 
Type  B  emergency  department  visit 
codes  to  emergency  departments  whose 
“host  provider”  is  classified  as  a  Type 
A  emergency  department. 

Response:  We  consider  the  main 
distinguishing  feature  between  Type  A 
and  Type  B  emergency  departments  to 
be  the  full-time  versus  part-time 
availability  of  staffed  areas  for 
emergency  medical  care,  not  the  process 
of  care  or  the  site  of  care  (on  the 
hospital’s  main  campus  or  offsite).  We 
continue  to  believe,  and  as  our  CY  2007 
claims  data  reflect,  emergency 
departments  or  areas  of  the  emergency 


department  that  are  available  less  than 
24  hours  a  day  for  visits  of  lower 
intensity  have  lower  resource  costs  than 
emergency  departments  or  areas  of  the 
emergency  department  that  are  available 
24  hours  a  day.  We  have  gathered  2 
years  of  cost  data  based  on  the  current 
definition  and  do  not  believe  a  policy 
change  in  the  reporting  of  these  Type  A 
and  Type  B  emergency  department 
codes  would  be  appropriate  for  CY 
2009.  In  addition,  if  our  Type  A 
emergency  department  payments 
provide  support  for  24  hours  a  day,  7 
days  per  week  availability  of  services, 
then  visits  provided  in  areas  of  the 
hospital  that  are  not  staffed  24  hours  a 
day  could  be  overpaid  if  we  were  to 
redefine  these  services  as  Type  A 
emergency  department  visits.  This 
could  also  have  the  effect  of  diluting, 
and  ultimately  decreasing,  the  median 
resource  costs  associated  with  visits  to 
Type  A  emergency  departments. 

As  recommended  by  several 
commenters,  we  studied  the  cost 
differences  between  Type  A  and  Type  B 
emergency  department  visits  by 
Medicare  contractor.  There  were  43 
contractors  who  handled  claims  from 
hospitals  that  reported  both  Type  A  and 
Type  B  emergency  department  visits. 
Our  analyses  revealed  a  distribution  of 
visits  costs  as  expected,  including 
generally  lower  Type  B  emergency 
department  visit  costs  in  comparison 
with  Type  A  emergency  department 
visits,  and  increasing  costs  for  Type  B 
emergency  department  visits  from  levels 
1  through  5,  similar  to  the  cost  increases 
we  observed  for  levels  1  through  5  Type 
A  emergency  department  visits.  There 
were  several  contractors  with  more 
unusual  cost  distributions  for  Type  B 
emergency  department  visits,  such  as 
relatively  similar  costs  across  levels  1 
through  5  visits  for  Type  B  emergency 
department  visits,  and  we  will  continue 
to  monitor  these  distributions  in  future 
years.  While  there  are  some  limitations 
to  our  claims  data,  including  that  this  is 
the  first  year  of  claims  for  the  Type  B 
emergency  department  visit  HCPCS  G- 
codes,  that  there  are  relatively  small 
numbers  of  claims  for  Type  B 
emergency  department  visits  from  CY 
2007,  and  that  certain  hospitals  began 
transitioning  from  fiscal  intermediaries 
to  MACs  during  CY  2007  and,  therefore, 
may  have  received  different  contractor 
instructions  during  the  claims  year, 
overall,  we  have  no  reason  to  believe 
that  the  cost  differences  between  Type 
A  and  Type  B  emergency  departments 
evident  in  our  aggregate  OPPS  claims 
data  result  from  varying  contractor 
criteria  as  to  what  defines  Type  A  and 
Type  B  emergency  departments.  At  this 
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time,  we  see  no  reason  to  modify  our 
reporting  instructions  for  Type  A  and 
Type  B  emergency  department  visits  for 
CY  2009,  and  we  see  no  evidence  from 
the  claims  data  available  to  date  of 
markedly  different  interpretations  of  our 
national  reporting  instructions  by 
Medicare  contractors. 

Comment:  Several  commenters 
expressed  disappointment  that  CMS 
created  Level  II  HCPCS  G-codes  for 
reporting  Type  B  emergency  department 
visits,  an  act  which  they  believe  is 
inconsistent  with  previous  statements 
made  by  CMS  that  new  codes  would  not 
replace  existing  CPT  codes  until 
national  guidelines  were  implemented. 

Response:  We  acknowledge  that  there 
may  be  some  administrative  burden  for 
providers  to  bill  HCPCS  G-codes  to 
report  visits  provided  in  Type  B 
emergency  departments  rather  than  CPT 
codes.  We  first  established  these  Level 
II  HCPCS  codes  in  CY  2007  and  we  will 
continue  their  use  for  the  third  year,  in 
CY  2009.  In  this  case,  because  current 
CPT  emergency  visit  codes  do  not 
describe  services  provided  in  Type  B 
emergency  departments,  we  saw  no 
alternative  other  than  to  create  HCPCS 
G-codes  in  order  to  collect  cost 
information  Specific  to  these  Type  B 
emergency  department  visits  that  would 
allow  us  to  consider  payment  other  than 
at  the  clinic  visit  rates  which  would 
have  resulted  from  the  continued 
reporting  of  these  visits  as  clinic  visits. 
In  response  to  commenters  past 
concerns  about  HCPCS  G-codes,  we 
have  previously  stated  (71  FR  68127) 
that  we  would  postpone  implementing 
HCPCS  G-codes  for  clinic  and  Type  A 
emergency  department  visits  until 
national  guidelines  have  been 
established.  At  such  time,  we  will  again 
consider  their  possible  utility. 

Comment:  Many  commenters 
supported  CMS’  proposal  to  include 
HCrcS  code  G0384  in  the  criteria  that 
determine  eligibility  for  payment  of  the 
Level  II  Extended  Assessment  and 
Management  Composite  APC  8003. 

Response:  We  are  pleased  that  the 
commenters  support  the  proposal  to 
include  HCPCS  code  G0384  as  part  of 
the  criteria  for  payment  of  APC  8003. 

We  believe  that  it  is  appropriate  to 
provide  payment  of  composite  APC 
8003  in  those  cases  of  an  intensive  level 
5  Type  B  emergency  department  visit  in 
association  with  8  or  more  hours  of 
observation  care,  when  the  other  criteria 
for  payment  of  composite  APC  8003  are 
met.  This  peirallels  our  treatment  of  CPT 
code  99285  for  hospital  reporting  of 
level  5  Type  B  emergency  department 
visits  and  payment  of  composite  APC 
8003. 


We  refer  readers  to  section  II.A.2.e.(l) 
of  this  final  rule  with  comment  period 
for  further  discussion  related  to  the 
extended  assessment  and  management 
composite  APCs.  As  discussed  in  detail 
in  section  II.A.2.e.(l)  of  this  final  rule 
with  comment  period  and  consistent 
with  our  CY  2008  practice,  when 
calculating  the  median  costs  for  the 
Tvpe  A  and  Type  B  emergency  visit 
APCs  (0609  through  0616  and  0626 
through  0629),  we  are  utilizing  our 
methodology  that  excludes  those  claims 
for  visits  that  are  eligible  for  payment 
through  the  extended  assessment  and 
management  composite  APC  8003.  We 
believe  that  this  approach  results  in  the 
most  accurate  cost  estimates  for  APCs 
0609  through  0616  and  0626  through 
0629  for  CY  2009. 

In  summary,  for  CY  2009,  we  are 
finalizing  our  CY  2009  proposal, 
without  modification,  and  adopting  the 
August  2008  APC  Panel 
recommendation  to  assign  levels  1 
through  4  Type  B  emergency 
department  visits  to  their  own  APCs  and 
to  assign  the  level  5  Type  B  emergency 
department  visit  to  the  same  APC  as  the 
level  5  Type  A  emergency  department 
visit.  Furthermore,  we  are  also  finalizing 
our  CY  2009  proposal  to  include  HCPCS 
code  G0384  for  reporting  level  5  Type 
B  emergency  department  visits  as  part  of 
the  criteria  for  payment  of  the  Level  II 
Extended  Assessment  and  Management 
Composite  APC  8003. 

3.  Visit  Reporting  Guidelines 

As  described  in  section  LX.  A.  of  this 
final  rule  with  comment  period,  since 
April  7,  2000,  we  have  instructed 
hospitals  to  report  facility  resources  for 
clinic  and  emergency  department 
hospital  outpatient  visits  using  the  CPT 
E/M  codes  and  to  develop  internal 
hospital  guidelines  for  reporting  the 
appropriate  visit  level. 

As  noted  in  detail  in  section  IX.C.  of 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66802  through 
66805),  we  observed  a  normal  and  stable 
distribution  of  clinic  and  emergency 
department  visit  levels  in  hospital 
claims  over  the  past  several  years.  The 
data  indicated  that  hospitals,  on 
average,  were  billing  all  five  levels  of 
visit  codes  with  varying  frequency,  in  a 
consistent  pattern  over  time.  Overall, 
both  the  clinic  and  emergency 
department  visit  distributions  indicated 
that  hospitals  were  billing  consistently 
over  time  and  in  a  manner  that 
distinguished  between  visit  levels, 
resulting  in  relatively  normal 
distributions  nationally  for  the  OPPS,  as 
well  as  for  specific  classes  of  hospitals. 
The  results  of  these  analyses  were 
generally  consistent  withrour 


understanding  of  the  clinical  and 
resource  characteristics  of  different 
levels  of  hospital  outpatient  clinic  and 
emergency  department  visits.  In  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
42764  through  42765),  we  specifically 
invited  public  comment  as  to  whether  a 
pressing  need  for  national  guidelines 
continued  at  this  point  in  the 
maturation  of  the  OPPS,  or  if  the  current 
system  where  hospitals  create  and  apply 
their  own  internal  guidelines  to  report 
visits  was  currently  more  practical  and 
appropriately  flexible  for  hospitals.  We 
explained  that  although  we  have 
reiterated  our  goal  since  CY  2000  of 
oreating  national  guidelines,  this 
complex  undertaking  for  these 
important  and  common  hospital 
services  was  proving  more  challenging 
than  we  initially  thought  as  we  received 
new  and  expanded  information  from  the 
public  on  current  hospital  reporting 
practices  that  led  to  appropriate 
payment  for  the  hospital  resources 
associated  with  clinic  and  emergency 
department  visits.  We  stated  our  belief 
that  many  hospitals  had  worked 
diligently  and  carefully  to  develop  and 
implement  their  own  internal  guidelines 
that  reflected  the  scope  and  types  of 
services  they  provided  throughout  the 
hospital  outpatient  system.  Based  on 
public  comments,  as  well  as  our  own 
knowledge  of  how  clinics  operate,  it 
seemed  unlikely  that  one  set  of 
straightforward  national  guidelines 
could  apply  to  the  reporting  of  visits  in 
all  hospitals  and  sjjecialty  clinics.  In 
addition,  the  stable  distribution  of  clinic 
and  emergency  department  visits 
reported  under  the  OPPS  over  the  past 
several  years  indicated  that  hospitals, 
both  nationally  in  the  aggregate  and 
grouped  by  specific  hospital  classes, 
were  generally  billing  in  an  appropriate 
and  consistent  manner  as  we  would 
expect  in  a  system  that  accurately 
distinguished  among  different  levels  of 
service  based  on  the  associated  hospital 
resources. 

Therefore,  we  did  not  propose  to 
implement  national  visit  guidelines  for 
clinic  or  emergency  department  visits 
for  CY  2008.  Since  publication  of  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  we  have  once  again 
examined  the  distribution  of  clinic  and 
Type  A  emergency  department  visit 
levels  based  upon  updated  CY  2007 
claims  data  available  for  the  CY  2009 
OPPS/ASC  proposed  rule  and 
confirmed  that  we  continue  to  observe 
a  normal  and  stable  distribution  of 
clinic  and  emergency  department  visit 
levels  in  hospital  claims.  We  continue 
to  believe  that,  based  on  the  use  of  their 
own  internal  guidelines,  hospitals  are 
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generally  billing  in  an  appropriate  and 
consistent  manner  that  distinguishes 
among  different  levels  of  visits  based  on 
their  required  hospital  resources.  As  a 
result  of  our  updated  analyses,  we  are 
encouraging  hospitals  to  continue  to 
report  visits  during  CY  2009  according 
to  their  own  internal  hospital 
guidelines. 

In  the  absence  of  national  guidelines, 
we  will  continue  to  regularly  reevaluate 
patterns  of  hospital  outpatient  visit 
reporting  at  varying  levels  of 
disaggregation  below  the  national  level 
to  ensure  that  hospitals  continue  to  bill 
appropriately  and  differentially  for 
these  services.  We  do  not  expect  to  see 
an  increase  in  the  proportion  of  visit 
claims  for  high  level  visits  as  a  result  of 
the  new  extended  assessment  and 
management  composite  APCs  8002  and 
8003  adopted  for  CY  2008  and  finalized 
for  CY  2009.  Similarly,  we  expect  that 
hospitals  will  not  purposely  change 
their  visit  guidelines  or  otherwise 
upcode  clinic  and  emergency 
department  visits  reported  with 
observation  care  solely  for  the  purpose 
of  composite  APC  payment.  As  stated  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66648),  we 
expect  to  carefully  monitor  any  changes 
in  billing  practices  on  a  service-specific 
and  hospital-specific  level  to  determine 
whether  there  is  reason  to  request  that 
Quality  Improvement  Organizations 
(QIOs)  review  the  quality  of  care 
furnished,  or  to  request  that  Benefit 
Integrity  contractors  or  other  contractors 
review  the  claims  against  the  medical 
record. 

In  addition,  we  note  our  continued 
expectation  that  hospitals’  internal 
guidelines  will  comport  with  the 
principles  listed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66805).  We  encourage  hospitals  with 
more  specific  questions  related  to  the 
creation  of  internal  guidelines  to  contact 
their  local  fiscal  intermediary  or 
Medicare  Administrative  Contractor 
(MAC). 

Comment:  Several  commenters  noted 
that  they  are  eagerly  awaiting 
implementation  of  national  guidelines,  ' 
particularly  because  of  the  various 
problems  that  they  believe  exist  due  to 
the  lack  of  national  guidelines.  Some  of, 
these  commenters  noted  that  some 
Medicare  contractors  use  their  own 
auditing  methods  rather  than  reviewing 
each  hospital’s  internal  guidelines  while 
conducting  medical  review.  These 
commenters  requested  that  CMS  require 
contractors  to  apply  a  hospital’s  internal 
guidelines  while  performing  medical 
review.  Another  commenter  performed 
extensive  review  on  a  large  sample  of 
hospital  emergency  department  visits  to 


determine  whether  the  distributions 
seen  in  this  sample  resembled  the 
distribution  described  by  CMS  and 
printed  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66804).  The  commenter  explained  that 
the  results  are  similar  to  those  of  CMS 
at  the  national  level,  but  that  emergency 
departments  have  increased  the 
proportion  of  level  4  and  5  emergency 
department  visits  in  recent  years,  and 
that  several  outlier  providers  are  billing 
significantly  higher  level  visits  than 
expected  based  on  their  geographic 
location  and  hospital  type.  Therefore, 
the  commenter  concluded  that  national 
guidelines  would  yield  more  accurate 
payment  and  would  benefit  all  parties 
involved.  The  commenter  also  did  not 
believe  that  all  hospitals’  internal 
guidelines  fully  comply  with  all  the 
principles  articulated  by  CMS.  Other 
commenters  supported  moving 
cautiously  toward  implementation  of 
national  guidelines,  acknowledging  that 
implementation  of  national  guidelines 
would  create  a  major  burden  for 
hospitals.  One  commenter  submitted  a 
set  of  wound  care  guidelines  for  review 
by  CMS.  Many  commenters  requested 
that  the  AMA  create  CPT  codes  to  report 
hospital-specific  visits,  after  national 
guidelines  are  developed. 

A  few  commenters  recommended 
that,  in  the  absence  of  national 
guidelines,  CMS  provide  additional 
guidance  relating  to  the  specific  services 
that  should  be  included  or  bundled  into 
the  visit  codes.  One  commenter 
specifically  asked  CMS  to  clarify  what 
services  are  included  in  the  reporting  of 
critical  care. 

Response:  We  acknowledge  that  it 
would  be  desirable  to  many  hospitals  to 
have  national  guidelines.  However,  we 
also  understand  that  it  would  be 
disruptive  and  administratively 
burdensome  to  other  hospitals  that  have 
successfully  adopted  internal  guidelines 
to  implement  any  new  set  of  national 
guidelines  while  we  address  the 
problems  that  would  be  inevitable  in  the 
case  of  any  new  set  of  guidelines  that 
Wipuld  be  applied  by  thousands  of 
hospitals.  As  noted  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66806),  we  encourage 
fiscal  intermediaries  and  MACs  to 
review  a  hospital’s  internal  guidelines 
when  an  audit  occurs.  We  appreciate 
the  visit  level  distribution  analysis 
provided  to  us  by  one  commenter  and 
note  that  in  the  absence  of  national 
guidelines,  we  will  continue  to  regularly 
reevaluate  patterns  of  hospital 
outpatient  visit  reporting  at  varying 
levels  of  disaggregation  below  the 
national  level  to  ensure  that  hospitals 
continue  to  bill  appropriately  and 


differentially  for  these  services.  We  plan 
to  specifically  analyze  the  Type  B 
emergency  department  distributions 
when  additional  years  of  data  are 
available.  We  do  not  expect  to  see 
significant  increases  in  volume  for  high 
level  Type  B  emergency  department 
visits  as  a  result  of  the  CY  2009  payment 
policy  for  these  visits,  which  pays  more 
for  these  visits  in  CY  2009  than  in  CY 
2008.  In  addition,  we  reiterate  our 
expectation  that  hospitals’  internal 
guidelines  fully  comply  with  the 
principles  listed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  68805).  We  appreciate  receiving  the 
set  of  wound  care  guidelines  and  will 
take  these  into  consideration  as  we 
pursue  implementation  of  national 
guidelines.  We  agree  with  the 
commenter  that  it  is  unlikely  that  one 
set  of  guidelines  could  be  applied  to 
visits  to  all  HOPDs  of  the  hospital, 
including  specialty  clinics. 

Regarding  the  public  comments 
requesting  clarification  of  services  that 
should  be  included  or  bundled  into  visit 
codes,  hospitals  should  separately 
report  all  HCPCS  codes  in  accordance 
with  correct  coding  principles,  CPT 
code  descriptions,  and  any  additional 
CMS  guidance,  when  available. 
Specifically  with  respect  to  CPT  code 
99291  (Critical  care,  evaluation  and 
management  of  the  critically  ill  or 
critically  injured  patient;  first  30-74 
minutes),  hospitals  must  follow  the  CPT 
instructions  related  to  reporting  that 
CPT  code.  Any  services  that  CPT 
indicates  are  included  in  the  reporting 
of  CPT  code  99291  should  not  be  billed 
separately  by  the  hospital.  In 
establishing  payment  rates  for  visits, 
CMS  packages  the  costs  of  certain  items 
and  services  separately  reported  by 
HCPCS  codes  into  payment  for  visits 
according  to  the  standard  OPPS 
methodology  for  packaging  costs  as 
outlined  in  sections  II.A.2.  and  II.A.4.  of 
this  final  rule  with  comment  period. 

Correct  reporting  by  hospitals  ensures 
the  integrity  of  our  CMS  cost  data.  CMS 
developed  the  National  Correct  Coding 
Initiative  (NCCI)  to  promote  national 
correct  coding  methodologies  and  to 
prevent  improper  coding  that  could  lead 
to  inappropriate  Part  B  payments. 
Medicare  contractors  implement  NCCI 
edits  in  their  systems  for  purposes  of 
physician  payment,  and  a  subset  of 
NCCI  edits,  commonly  referred  to  as  CCI 
edits,  is  incorporated  into  the  I/OCE  for 
claims  processed  through  that  system. 
While  CMS  currently  applies  CCI  edits 
for  many  services  under  the  OPPS  but 
bas  temporarily  suspended  the 
application  of  certain  edits  for  a  period 
of  time  to  allow  hospitals  to  incorporate 
coding  for  these  types  of  services  in 
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cost  was  $215,  and  the  combined  CMHC 
and  hospital-based  median  per  diem 
cost  was  $289,  a  reduction  in  median 
cost  from  previous  years.  We  believed 
the  reduction  indicated  that  the  use  of 
updated  CCRs  had  accounted  for  the 
previous  increase  in  CMHC  charges  and 
represented  a  more  accurate  estimate  of 
CMHC  per  diem  costs  for  PHP. 

For  tne  CY  2006  OPPS  final  rule  with 
comment  period,  which  was  based  on 
CY  2004  data,  the  median  per  diem  cost 
for  CMHCs  dropped  to  $154,  while  the 
median  per  diem  cost  for  hospital-based 
PHPs  was  $201.  We  believed  that  a 
combination  of  reduced  charges  and 
slightly  lower  CCRs  for  CMHCs  resulted 
in  a  significant  decline  in  the  CMHC 
median  per  diem  cost  between  CY  2003 
and  CY  2004. 

The  CY  2006  OPPS  updated 
combined  hospital-based  and  CMHC 
median  per  diem  cost  was  $161,  a 
decrease  of  44  percent  compared  to  the 
CY  2005  combined  median  per  diem 
amount.  Due  to  concern  that  this 
amount  may  not  have  covered  the  cost 
for  PHPs,  as  stated  in  the  CY  2006  OPPS 
final  rule  with  comment  period  (70  FR 
68548  and  68549),  we  applied  a  15- 
percent  reduction  to  the  combined 
hospital-based  and  CMHC  median  per 
diem  cost  to  establish  the  CY  2006  PHP 
APC.  (We  refer  readers  to  the  CY  2006 
OPPS  final  rule  with  comment  period 
for  a  full  discussion  of  how  we 
established  the  CY  2006  PHP  rate  (70  FR 
68548).)  In  that  rule,  we  stated  our  belief 
that  a  15-percent  reduction  in  the  CY 
2005  median  per  diem  cost  would  strike 
an  appropriate  balance  between  using 
the  best  available  data  and  providing 
adequate  payment  for  a  program  that 
often  spans  5-6  hours  a  day.  We  stated 
that  15  percent  was  an  appropriate 
reduction  because  it  recognized 
decreases  in  median  per  diem  costs  in 
both  the  hospital  data  and  the  CMHC 
data,  and  also  reduced  the  risk  of  any 
adverse  impact  on  access  to  these 
services  that  might  result  from  a  large 
single-year  rate  reduction.  However,  we 
adopted  this  policy  as  a  transitional 
measure,  and  stated  in  the  CY  2006 
OPPS  final  rule  with  comment  period 
that  we  would  continue  to  monitor 
CMHC  costs  and  charges  for  these 
services  and  work  with  CMHCs  to 
improve  their  reporting  so  that 
payments  couldTie  calculated  based  on 
better  empirical  data  (70  FR  68548).  To 
apply  this  methodology  for  CY  2006,  we 
reduced  the  CY  2005  combined 
unsealed  hospital-based  and  CMHC 
median  per  diem  cost  of  $289  by  15 
percent,  resulting  in  a  combined  median 
per  diem  cost  of  $245.65  for  CY  2006. 

For  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period,  we  analyzed 


hospital  and  CMHC  PHP  claims  for 
services  furnished  between  January  1, 
2005,  and  December  31,  2005,  and  used 
the  most  currently  available  CCRs  to 
estimate  costs.  The  median  per  diem 
cost  for  CMHCs  was  $173,  while  the 
median  per  diem  cost  for  hospital-based 
PHPs  was  $190. 

The  combined  hospital-based  and 
CMHC  median  per  diem  cost  would 
have  been  $175  for  CY  2007.  Rather 
than  allowing  the  PHP  per  diem  rate  to 
drop  to  this  level,  we  proposed  to 
reduce  the  PHP  median  cost  by  15 
percent,  similar  to  the  methodology 
used  for  the  CY  2006  update.  However, 
after  considering  all  of  the  public 
comments  received  concerning  the 
proposed  CY  2007  PHP  per  diem  rate 
and  results  obtained  using  more  current 
data,  we  modified  our  proposal.  We 
made  a  5-percent  reduction  to  the  CY 
2006  median  per  diem  rate  to  provide  a 
transitional  path  to  the  per  diem  cost 
indicated  by  the  data.  This  approach 
accounted  for  the  downward  direction 
of  the  data  and  addressed  concerns 
raised  by  commenters  about  the 
magnitude  of  another  15-percent 
reduction  in  1  year.  Thus,  to  calculate 
the  CY  2007  APC  PHP  per  diem  cost,  we 
reduced  $245.65  (the  CY  2005  combined 
hospital-based  and  CMHC  median  per 
diem  cost  of  $289  reduced  by  15 
percent)  by  5  percent,  which  resulted  in 
a  combined  per  diem  cost  of  $233.37. 

For  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period,  we  analyzed  12 
months  of  current  data  for  hospital- 
based  PHP  claims  (condition  code  41) 
and  CMHC  PHP  claims  for  PHP  services 
furnished  between  January  1,  2006,  and 
December  31,  2006.  We  also  used  the 
most  currently  available  CCRs  to 
estimate  costs  for  a  day  of  PHP  services. 
The  median  per  diem  cost  for  CMHCs 
was  $172,  while  the  median  per  diem 
cost  for  hospital-based  PHPs  was  $177. 
The  combined  median  per  diem  cost, 
which  was  computed  from  both 
hospital-based  and  CMHC  PHP  data, 
was  $172. 

For  the  prior  3  years,  we  have  been 
concerned  that  we  did  not  have 
sufficient  evidence  to  support  using  the 
median  per  diem  cost  produced  by  the 
most  current  year’s  PHP  data.  As 
discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66671),  after  extensive  data  analysis,  we 
believed  the  data  reflect  the  level  of  cost 
for  the  type  of  services  that  were  being 
provided.  This  analysis  included  an 
examination  of  revenue-to-cost  center 
mapping,  refinements  to  the  per  diem 
methodology,  and  an  in-depth  analysis 
of  the  number  of  units  of  services  per 
day.  (We  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 


period  (72  FR  66671  through  66675)  for 
a  detailed  discussion  of  the  data 
analysis.) 

For  CY  2008,  we  proposed  and 
finalized  two  refinements  to  the 
methodology  for  computing  the  PHP 
median.  However,  these  refinements  did 
not  appreciably  impact  the  median  per 
diem  cost.  We  remapped  the  10  revenue 
codes  to  the  most  appropriate  cost 
centers  and  computed  the  median  using 
a  per  day  methodology  (as  described 
below).  As  noted  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66671),  after  extensive  analysis,  we 
believed  the  data  reflected  the  level  of 
cost  for  the  type  of  services  that  were 
being  provided.  We  continued  to 
observe  a  clear  downward  trend  in  the 
CY  2006  data  used  to  develop  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period. 

Thus,  for  CY  2008,  we  refined  our 
methodology  for  computing  PHP  per 
diem  costs.  We  developed  an  alternate 
method  to  determine  median  cost  by 
computing  a  separate  per  diem  cost  for 
each  day  rather  than  for  each  bill.  Under 
this  method,  we  computed  a  cost 
separately  for  each  day  of  PHP  care. 
When  there  were  multiple  days  of  care 
entered  on  a  claim,  a  unique  cost  was 
computed  for  each  day  of  care.  We  only 
assigned  costs  for  tine  items  on  days 
when  a  payment  was  made.  All  of  these 
costs  were  then  arrayed  from  lowest  to 
highest  and  the  middle  value  of  the 
array  was  considered  the  median  per 
diem  cost.  A  complete  discussion  of  the 
refined  method  of  computing  the  PHP 
median  cost  can  be  found  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72*FR  66672). 

Because  partial  hospitalization  is 
provided  in  lieu  of  inpatient  care,  it 
should  be  a  highly  structured  and 
clinically-intensive  program,  usually 
lasting  most  of  the  day.  Our  goal  is  to 
improve  the  level  of  service  furnished  in 
a  PHP  day.  For  CY  2008,  we  were 
concerned  that  the  proposed  decrease  in 
PHP  payment  might  not  have  reflected 
the  mix  and  quantity  of  services  that 
should  be  provided  under  such  an 
intensive  program.  In  an  effort  to  ensure 
access  to  this  needed  service  to 
vulnerable  populations,  we  mitigated 
the  proposed  reduction  to  50  percent  of 
the  difference  between  the  CY  2007  APC 
amount  ($233)  and  the  computed 
amount  based  on  the  PHP  data  ($172), 
resulting  in  an  APC  median  cost  of  $203 
for  CY  2008.  As  stated  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66673),  we  believed  this 
payment  amount  would  give  the 
providers  an  opportunity  to  increase  the 
intensity  of  their  programs  and  maintain 
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partial  hospitalization  as  part  of  the 
continuum  of  mental  health  care. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66673),  we 
reiterated  our  expectation  that  hospitals 
and  CMHCs  will  provide  a 
comprehensive  program  consistent  with 
the  statutory  intent.  We  also  indicated 
that  we  intend  to  explore  changes  to  our 
regulations  and  claims  processing 
systems  in  order  to  deny  payment  for 
low  intensity  days. 

B.  PUP  APC  Update 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66672 
through  66674),  we  presented  our 
analysis  of  the  number  of  units  of 
service  provided  in  a  day  of  care,  as  a 


possible  explanation  for  the  low  per 
diem  cost  for  PHP.  Both  hospital-based 
and  CMHC  PHPs  had  a  significant 
number  of  days  where  fewer  than  4 
units  of  service  were  provided.  As  noted 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period,  review  of  CY 
2006  data  showed  that  64  percent  of  the 
CMHC  days  were  days  where  fewer  than 
4  units  of  service  were  provided,  and  31 
percent  of  the  hospital-based  PHP  days 
were  days  where  fewer  than  4  units  of 
service  were  provided  (72  FR  66672). 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41513),  we 
have  updated  this  analysis  using 
updated  CY  2007  claims  and  found  that 
the  results  and  trends  have  continued 
for  CMHCs.  In  fact,  there  are  even  more 


days  with  less  than  4  units  of  service 
provided  in  CMHCs;  however,  there  are 
fewer  days  with  less  than  4  units  of 
service  provided  in  hospital-based  PHPs 
compared  to  the  CY  2006  data.  Using 
CY  2007  claims,  73  percent  of  CMHC 
days  have  fewer  than  4  units  of  service, 
and  29  percent  of  hospital-based  PHP 
days  have  fewer  than  4  units  of  service. 
Based  on  these  updated  findings,  we 
computed  median  per  diem  costs  in  the 
following  three  categories:  (1)  All  days; 
(2)  days  with  3  units  of  service;  and  (3) 
days  with  4  units  or  more  of  service. 
These  updated  median  per  diem  costs 
were  computed  separately  for  CMHCs 
and  hospital-based  PHPs  and  are  shown 
in  the  table  below: 


I 


CMHCs 

Hospital-based 

PHPs 

Combined 

All  Days . 

$145 

$174 

$148 

Days  with  3  units  . 1 . 

139 

1.57 

139 

Days  with  4  units  or  more  . 

172 

200 

174 

Using  updated  CY  2007  data  and  our 
refined  methodology  for  computing  PHP 
per  diem  costs  adopted  in  our  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66672),  the  median  per 
diem  cost  calculated  firom  all  claims  is 
$148.  Using  the  updated  CY  2007  data, 
the  trends  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41513)  have 
continued.  The  updated  CY  2007  data 
indicate  that  CMHCs  provide  far  fewer 
days  with  4  or  more  units  of  service  and 
that  CMHC  median  per  diem  cost  ($145) 
is  substantially  lower  than  the 
comparable  data  from  hospital-based 
PHPs  ($174).  Medians  for  claims 
containing  4  or  more  units  of  service  are 
$200  for  hospital-based  PHPs  and  $174 
for  all  PHP  claims  regardless  of  site  of 
service.  Medians  for  claims  containing  3 
units  of  service  are  $139  for  CMHCs, 
$157  for  hospital-based  PHPs,  and  $139 
for  all  PHP  claims  regardless  of  site  of 
service. 

As  we  stated  in  our  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66672),  it  was  never  our  intention 
that  days  with  only  3  units  of  service 
should  represent  the  number  of  services 
provided  in  a  typical  day.  Our  intention 
was  to  cover  days  that  consisted  of  3 
units  of  service  only  in  certain  limited 
circumstances.  For  example,  as  we 
noted  in  the  CY  2009  OPPS/ASC 
proposed  rule,  we  believe  3-service  days 
may  be  appropriate  when  a  patient  is 
transitioning  towards  discharge  (or  days 
when  a  patient  who  is  transitioning  at 
the  beginning  of  his  or  her  PHP  stay). 


Another  example  of  when  it  may  be 
appropriate  for  a  program  to  provide 
only  3  units  of  service  in  a  day  is  when 
a  patient  is  required  to  leave  the  PHP 
early  for  the  day  due  to  an  unexpected 
medical  appointment  (73  FR  41513). 
Therefore,  we  recognize  there  may  be 
limited  circumstances  when  it  is 
appropriate  for  PHPs  to  receive  payment 
for  days  when  only  3  units  of  service  are 
provided.  However,  as  we  indicated  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41513),  we  believe  that  programs 
that  provide  4  or  more  units  of  service 
should  be  paid  an  amount  that 
recognizes  that  they  have  provided  a 
more  intensive  day  of  care.  A  higher  rate 
for  more  intensive  days  is  consistent 
with  our  goal  that  hospitals  and  CMHCs 
provide  a  comprehensive  program  in 
keeping  with  the  statutory  intent. 

Accordingly,  although  there  are 
circumstances  when  3  units  of  service 
provided  may  be  appropriate,  in  order 
to  reflect  our  general  belief  that  4  or 
more  units  of  service  more 
appropriately  reflect  the  comprehensive 
nature  of  PHP  services,  for  CY  2009,  we 
proposed  to  create  two  separate  APC 
payment  rates  for  PHP:  One  for  days 
with  three  services  (APC  0172)  and  one 
for  days  with  four  or  more  services  (APC 
0173).  For  APC  0172,  we  proposed  to 
use  the  median  per  diem  cost  for  CMHC 
and  hospital-based  PHP  days  with  3 
units  of  services  ($140).  For  APC  00173, 
we  proposed  to  use  the  median  per 
diem  cost  for  CMHC  and  hospital-based 
PHP  days  with  4  or  more  units  of 


service  ($174).  As  noted  previously, 
these  proposed  payment  rates  are 
derived  from  both  PHP-based  and 
CMHC-based  claims,  and  represent  the 
median  cost  of  providing  PHP  services 
for  the  unit  of  services  described. 

Comment:  A  number  of  commenters 
expressed  concern  about  the  magnitude 
of  the  PHP  per  diem  rate  reduction, 
particularly  in  light  of  reductions  over 
the  past  few  years  (50  percent  over  5 
years).  Many  commenters  believed  that 
a  reduction  of  14.2  percent  for  CY  2009 
would  reduce  the  financial  viability  of 
PHP  and  possibly  lead  to  the  closure  of 
many  PHPs,  thus  affecting  access  to  this 
crucial  service  that  serves  vulnerable 
populations.  In  addition,  because 
hospital  outpatient  mental  health 
services  paid  under  the  OPPS  are 
capped  at  the  PHP  per  diem  rate,  many 
commenters  were  concerned  about 
overall  access  to  outpatient  mental 
health  treatment.  The  majority  of  the 
commenters  requested  that  CMS  adjust 
the  rate  upward  or  freeze  the  PHP  per 
diem  rate  at  the  CY  2008  level.  Some 
commenters  suggested  leaving  Level  II 
services  at  the  current  rate,  but  reduce 
the  rate  for  the  Level  I  PHP  services  as 
proposed. 

Several  commenters  requested  that 
CMS  withdraw  the  provisions 
pertaining  to  the  proposal  to  create  two 
separate  APCs.  The  commenters  stated 
that  the  split  mechanism  could 
encourage  providers  to  provide  patients 
with  fewer  services.  Other  commenters 
supported  creation  of  a  Level  I  PHP  day. 
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stating  that  the  two-tier  payment 
proposal  is  good  hut  does  not  go  far 
enough  to  promote  service  intensity  and 
continued' access  to  their  important 
services. 

Many  of  the  commenters  supported 
the  creation  of  two  separate  APC 
payment  rates  for  PHPs  based  on  the 
number  of  units  of  service  provided  to 
a  patient  per  day  but  recommended  that 
CMS  use  only  hospital-based  PHP  data 
to  determine  the  rates  at  which  PHP 
services  will  be  paid  in  hospital-based 
settings.  These  commenters  believed 
that  hospital-based  data  are  reliable, 
predictable,  and  national  in  scope. 

The  commenters  pointed  out  that 
while  the  aggregate  number  of  PHP 
service  providers  has  remained 
relatively  stable  over  time,  the  number 
of  hospital-based  PHPs  has  dropped  by 
16  percent,  while  the  number  of  CMHC 
PHPs  has  increased  by  53  percent  (with 
the  majority  of  new  CMHCs  located  in 
Florida,  Louisiana,  and  Texas).  The 
commenters  reported  that  80  percent  of 
the  States  have  two  or  more  hospital 
programs,  and  only  30  percent  of  the 
States  have  more  than  one  CMHC.  The 
commenters  believed  that  it  is  also 
important  to  note  that  the  number  of 
rural  hospital-based  PHPs  has  declined 
during  the  2003-2006  period  by  47 
percent. 

Response:  After  consideration  of  the 
public  comments  received  on  the  two- 
tiered  payment  approach,  we  have 


decided  to  retain  the  two-tiered 
payment  approach  in  order  to  provide 
PHPs  scheduling  flexibility  to  ensure 
that  patients  receive  at  least  20  hours  of 
therapeutic  services  per  week  and  to 
reflect  the  lower  costs  of  a  less  intensive 
day.  Although  we  do  not  expect  Level  ' 

I  days  to  be  frequent,  we  do  recognize 
that  there  are  times  when  a  patient  may 
need  a  less  intensive  day.  Therefore,  we 
recognize  the  need  for  a  two-tiered 
payment  system:  One  payment  for  those 
less  intensive  days  with  three  services 
and  another  payment  for  those  more 
intensive  days  with  four  or  more 
services.  VVe  believe  that  were  a  PHP  to 
provide  only  Level  I  days  to  a  patient, 
it  would  be  difficult  for  the  patient  to 
meet  the  eligibility  criteria  in  42  CFR 
410.43  requiring  a  minimum  of  20  hours 
of  service  per  week  (discussed  later  in 
this  section). 

We  understand  the  commenters’ 
concerns  over  the  magnitude  of  the  PHP 
per  diem  rate  reduction  and  the  impact 
the  reduction  has  on  the  payment  cap 
for  other  hospital  outpatient  mental 
health  services.  We  also  understand  the 
commenters’  concerns  regarding 
continued  access  to  the  PHP  benefit, 
particularly  in  hospital-based  PHPs, 
which  we  believe  are  generally 
providing  the  mix  and  quantity  of 
services  that  should  be  provided  under 
such  an  intensive  program. 

Hospital-only  data  have  been  used  in 
the  past  to  set  the  PHP  payment  rates 


when  the  CMHC  data  were  unavailable 
or  too  volatile  to  use.  This  year,  using 
the  CMHC  data  would  significantly 
reduce  the  current  rate  and  negatively 
impact  hospital-based  PHPs,  resulting 
possibly  in  reduced  access  to  care. 
Because  hospital-based  PHPs  are 
geographically  diverse,  whereas  CMHCs 
are  located  in  only  a  few  States,  we  are 
concerned  that  a  significant  drop  in  the 
rate  could  result  in  hospital-based  PHPs 
closing  and  leading  to  possible  access 
problems.  In  addition,  using  hospital- 
based  PHP  data  alone  results  in  a  Level 
II  Partial  Hospitalization  rate  (APC 
0173)  that  is  close  to  the  current 
payment  level  ($203). 

In  light  of  the  reasons  noted  above,  we 
are  finalizing  the  two-tiered  payment 
rates  as  proposed,  but  are  instead  using 
hospital-based  PHP  data  only  to 
calculate  the  two  per  diem  payment 
rates.  As  we  stated  earlier  in  this  section 
and  in  the  CY  2009  OPPS/ASC 
proposed  rule,  although  there  are 
circumstances  when  3  units  of  service 
provided  may  be  appropriate,  in  order 
to  reflect  our  general  belief  that  4  or 
more  units  of  service  more 
appropriately  indicated  the 
comprehensive  nature  of  PHP  services, 
for  CY  2009,  we  are  creating  two 
separate  APC  payment  rates  for  PHP: 
One  for  days  with  three  services  and 
one  for  days  with  four  or  more  services. 
We  are  finalizing  two  new  APCs  for  PHP 
as  follows: 


APC 

Group  title 

Per  diem  rate 

0172  . 

Level  1  Partial  Hospitalization  (3  services) . 

$157 

0173  . 

1 

Level  II  Partial  Hospitalization  (4  or  more  services)  . 

200 

For  APC  0172,  we  are  using  the 
median  per  diem  cost  for  hospital-based 
PHP  days  with  3  units  of  services 
($157).  For  APC  00173,  we  are  using  the 
median  per  diem  cost  for  hospital-based 
PHP  days  with  4  or  more  units  of 
service  ($200).  These  payment  rates  are 
derived  from  hospital-based  PHP 
claims,  and  represent  the  median  cost  of 
providing  PHP  services  for  the  unit  of 
services  described.  We  believe  that 
creating  a  rate  specific  to  days  with 
three  services  is  consistent  with  our 
policy  to  require  CMHCs  and  hospital- 
based  PHPs  to  provide  a  minimum  of  3 
units  of  service  per  day  in  order  to 
receive  payment  as  discussed  below  in 
section  X.C.l.  of  this  final  rule  with 
comment  period.  Creating  two  separate 
PHP  rates  provides  a  lower  payment  for 
days  with  only  3  units  of  services,  while 
not  penalizing  programs  that  provide 


four  or  more  units  of  service  by 
excluding  days  with  3  units  of  service 
in  the  computation  of  APC  0173.  As  we 
stated  in  the  CY  2009  OPPS/ASC 
propo.sed  rule,  we  believe  this  two- 
tiered  approach  appropriately  balances 
our  concern  that  a  PHP  is  an  intensive 
program  and  should  generally  consist  of 
5  to  6  units  of  service,  with  tbe 
realization  that  there  may  be  certain 
appropriate  circumstances  where  3 
units  of  service  may  be  provided  in  a 
day. 

As  the  PHP  rates  are  applied  to  both 
CMHC  and  hospital-based  PHPs,  we 
would  prefer  to  use  both  hospital-based 
PHP  and  CMHC  data  in  computing  the 
PHP  rates.  The  changes  w'e  are  making 
with  respect  to  the  PHP  benefit, 
providing  a  two-tiered  payment 
approach,  clarifying  eligibility  criteria 
and  denying  payment  for  lov.'  intensity 


days,  are  expected  to  create  more 
comparable  programs  in  terms  of  the 
number  of  units  furnished  in  a  typical 
day  for  both  CMHCs  and  hospitals.  We 
believe  that  these  efforts  also  will 
reduce  the  difference  in  the  median  cost 
per  day  in  these  two  settings  over  time 
and  CMHC  data  will  be  available  for 
future  ratesetting. 

Comment:  A  few  commenters 
requested  that  CMS  further  consider 
separate  payment  rates  for  PHP 
provided  in  CMHCs  versus  hospital- 
based  programs,  given  the  significant 
difference  in  costs  for  providing  those 
services  in  the  two  settings.  The 
commenters  suggested  that  CMS 
establish  a  total  of  four  distinct  rates 
based  upon  claim  data.  The  commenters 
gave  the  following  example:  CMHC — 
Level  I  3  services,  $139;  CMHC — Level 
II  4  or  more  services,  $171;  HB — Level 
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I  3  services,  $151  and;  HB — Level  II  4 
or  more  services,  $205. 

Response:  We  appreciate  this 
comment,  and  we  continue  to  evaluate 
ways  to  better  reflect  the  costs  in 
providing  PHP  services. 

Comment:  A  few  commenters 
disagreed  with  the  CMS  approach  to 
establishing  the  median  per  diem  cost 
by  summarizing  the  line-item  costs  on 
each  bill  and  dividing  by  the  number  of 
days  on  the  bills.  The  commenters 
indicated  that  this  calculation  can 
severely  dilute  the  rate  and  penalize 
providers.  The  commenters  stated  that 
all  programs  are  strongly  encouraged  by 
the  fiscal  intermediaries  to  submit  all 
PHP  service  days  on  claims,  even  when 
the  patient  receives  less  than  3  units  of 
service.  The  commenters  were 
concerned  that  programs  are  only  paid 
their  per  diem  when  3  or  more  qualified 
units  of  service  are  presented  for  a  day 
of  service.  The  commenters  stated  that 
if  only  1  or  2  units  of  service  are 
assigned  a  cost  and  the  day  is  divided 
into  the  aggregate  data,  the  cost  per  day 
is  significantly  compromised  and 
diluted.  They  claimed  that  even  days 
that  are  paid  but  only  have  3  units  of 
service  dilute  the  cost  factors  on  the 
calculations. 

One  commenter  suggested  that  the 
CMS’  methodology  is  flawed  because  it 
does  not  reflect  actual  costs.  One 
commenter  expressed  the  view  that  the 
CMS  methodology  for  rate  calculations 
using  CCRs  does  not  fairly  reflect  the 
actual  costs  of  the  providers.  The 
commenter  stated  that,  with  the  change 
to  per  diem  payment  in  2000,  the  CCRs 
do  not  have  the  same  influence  on 
services  that  they  did  under  cost-based 
reimbursement.  The  commenter  noted 
that,  other  than  the  reporting  in  the  cost 
reports,  the  charge  factor  has  no  bearing 
on  the  services.  The  commenter 
believed  that,  regardless  of  the  charge, 
payment  is  still  made  at  the  established 
rate  influenced  only  by  the  wage  index. 
The  commenter  stated  that  the  higher 
the  “charge”  established  by  the  provider 
and  reported  in  the  cost  report,  the 
lower  the  proportionate  rate  of  cost  is 
assigned  by  CMS  when  calculating  the 
costs  to  determine  the  median  cost  rates. 
The  commenter  stated  that  hospitals 
and  CMHCs  can  drastically  influence 
the  rates  innocently,  by  the 
identification  of  the  charge  per  service 
assigned  to  the  particular  intervention. 
The  commenter  mentioned  that 
providers  have  unknowingly  hurt  their 
own  programs  by  raising  their  identified 
charges  for  a  service,  as  this  lowers  the 
percentage  of  the  applicable  ratio  when 
applied  to  the  claim  services.  The 
commenter  stated  that  the  charges 
themselves  have  no  bearing  whatsoever 


on  the  delivery  or  provision  of  the 
services. 

Response:  We  expect  that  a  provider’s 
charges  will  reflect  the  level  of  services 
provided,  which  has  a  relationship  to 
the  cost  of  providing  those  services.  In 
Medicare  cost  reporting,  the  total 
charges  are  to  be  reported  along  with  the 
provider’s  cost.  To  the  extent  that  a 
provider  is  submitting  bills  that  have 
charges  that  do  not  directly  relate  to  the 
delivery  or  provision  of  services,  their 
CCRs  will  be  unpredictable  and  would 
distort  the  costs  of  the  services 
provided. 

Moreover,  in  developing  the  CY  2009 
PHP  rates,  we  excluded  days  that  have 
only  1  or  2  units  of  service.  In  addition, 
we  did  not  include  days  where  no 
payment  was  made.  This  resulted  in  our 
using  data  only  from  those  days  where 
we  believe  PHP  services  were  actually 
provided.  To  calculate  the  Level  I  PHP 
rate,  we  used  days  with  3  units  of 
service,  and  to  calculate  the  Level  II 
PHP  rate,  we  used  days  with  4  or  more, 
units  of  service.  We  believe  our 
methodology  accurately  reflects  the 
median  cost  of  providing  these  two 
levels  of  PHP. 

As  discussed  in  the  CY  2008  OPPS 
final  rule  with  comment  period  (72  FR 
66671-66672),  we  have  refined  our 
methodology  for  computing  per  diem 
costs.  We  have  developed  an  alternate 
way  to  determine  median  cost  by 
computing  a  separate  per  diem  cost  for 
each  day  rather  than  for  each  bill  and, 
in  so  doing,  we  believe  it  more 
accurately  reflects  the  per  diem  cost  of 
providing  PHP  services.  Under  this 
method,  a  cost  is  computed  separately 
for  each  day  of  PHP  care.  When  there 
are  multiple  days  of  care  entered  on  a 
claim,  a  unique  cost  is  computed  for 
each  day  of  care.  We  only  assign  costs 
for  line  items  on  days  when  a  payment 
is  made.  All  of  these  costs  are  then 
arrayed  from  lowest  to  highest  and  the 
middle  value  of  the  array  would  be  the 
median  per  diem  cost. 

We  adopted  this  alternative  method  of 
computing  PHP  per  diem  median  cost 
because  we  believe  it  produces  a  more 
accurate  estimate  because  each  day  gets 
an  equal  weight  towards  computing  the 
median.  This  method  for  computing  a 
PHP  per  diem  median  cost  more 
accurately  reflects  the  costs  of  a  PHP 
day  and  uses  all  available  PHP  data.  In 
addition,  if  a  provider  has  charges  on  a 
bill  for  which  the  provider  does  not 
receive  payment,  this  will  be  reflected 
in  that  provider’s  CCRs.  This  lower  CCR 
will  be  applied  to  the  larger  charges  and 
will  result  in  the  appropriate  cost  per 
diem. 

Comment:  Several  commenters  asked 
CMS  to  analyze  the  mapping  of  revenue- 


codes-to-cost  centers  for  CMHCs  similar 
to  the  analysis  CMS  completed  for 
•hospital-based  programs  and  discussed 
in  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68000). 

The  commenters  indicated  that  CMHC 
PHP  services  have  higher  CCRs  than  the 
overall  CMHC  CCRs. 

Response:  We  cannot  conduct  a 
revenue  code  mapping  analysis  for 
CMHCs  because  PHP  is  the  CMHCs’ 
only  Medicare  cost,  and  CMHCs  do  not 
have  the  same  cost  centers  as  hospitals. 
Therefore,  for  CMHCs,  we  use  the 
overall  facility  CCR  fi:om  the  Outpatient 
Provider-Specific  File. 

Comment:  One  commenter  stated  that 
two  of  the  PHP  codes,  activity  therapy 
and  education  and  training,  are  allowed 
to  be  performed  multiple  times  per  day, 
but  only  count  as  one  therapy  unit, 
regardless  of  how  many  sessions  are 
actually  provided. 

Response:  As  we  have  stated  in  the 
past,  there  is  a  misconception  that  CMS 
only  counts  activity  therapy  and 
education  and  training  services  as  one 
therapy  unit,  regardless  of  how  many 
sessions  are  actually  performed.  We 
again  note  that  when  the  PHP  per  diem 
is  calculated,  all  therapy  sessions  are 
counted  in  the  analysis.  When  we 
established  HCPCS  code  G0176  for 
activity  therapy,  we  defined  the  code  as 
“Activity  therapy,  such  as  music,  dance, 
art  or  play  therapies  not  for  recreation, 
related  to  the  care  and  treatment  of 
patient’s  disabling  mental  problems,  per 
session  (45  minutes  or  more).”  In 
addition,  when  we  established  HCPCS 
code  G0177  for  education  and  training, 
we  defined  the  code  as  “Training  and 
educational  services  related  to  the  care 
and  treatment  of  patient’s  disabling 
mental  health  problems,  per  session  (45 
minutes  or  more).”  Therefore,  when 
PHPs  provide  and  bill  for  multiple 
sessions  of  HCPCS  codes  G0176  and 
G0177,  they  are  counted  as  multiple 
therapy  units. 

Comment:  Many  commenters  stated 
that,  as  CMS  is  aware,  cost  report 
information  for  CMHCs  is  not  currently 
included  in  the  Healthcare  Cost  Report 
Information  System  (HCRIS)  and 
recommended  that  CMS  base  its 
calculations  only  in  the  cost  report 
information  that  the  agency  can  verify 
directly  and  not  on  data  provided  by  the 
fiscal  intermediary. 

Response:  We  understand  the 
commenters’  need  to  have  CMHC  data 
available  through  the  HCRIS  system  and 
are  working  to  include  them  in  the 
system.  However,  we  have  no  reason  to 
believe  the  Medicare  contractors  enter 
incorrect  CCRs  in  the  Outpatient 
Provider  Specific  File. 
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Comment:  With  respect  to  the 
methodology  used  to  establish  the  PHP 
APC  amount,  commenters  were 
concerned  that  data  from  settled  cost 
reports  do  not  include  costs  reversed  on 
appeal.  The  commenters  stated  that 
there  are  inherent  problems  in  using 
claims  data  from  a  time  period  that  is 
different  from  that  for  the  CCRs  from 
settled  cost  reports.  They  indicated  that 
this  methodology  would  artificially 
lower  the  computed  median  costs,  and 
that  the  data  used  to  calculate  the  PHP 
rate  should  be  revised  to  include  costs 
that  were  subsequently  allowed.  The 
commenters  also  stated  that  CMS  uses 
costs  that  are  at  least  1  to  3  years  old 
to  project  rates  2  years  forward  and  that 
this  approach  does  not  accurately  reflect 
the  true  costs  of  the  providers. 

Response:  Since  2000,  Medicare  has 
paid  for  PHP  through  the  OPPS,  which 
is  not  a  cost-based  reimbursement 
system.  We  use  the  best  available  data 
in  computing  the  APCs.  On  January  17, 
2003,  we  issued  Program  Memorandum 
No.  A-03-004  that  directed  fiscal 
intermediaries  to  update  the  CCRs  on  an 
ongoing  basis  whenever  a  more  recent 
full  year  settled  or  tentatively  settled 
cost  report  is  available.  In  this  way,  we 
minimize  the  time  lag  between  the  CCRs 
and  claims  data  and  continue  to  use  the 
best  available  data  for  ratesetting 
purposes. 

Comment:  A  few  commenters 
expressed  their  concern  as  to  why  CMS 
continues  to  state  that  a  day  of  partial 
hospitalization  should  not  equal  the 
cost  of  the  separate  services  provided  in 
a  non-PHP  setting  or  that  even  a  full 
partial  day  should  not  equal  the  cost  of 
the  separate  services  in  an  outpatient 
hospital  setting;  These  commenters 
presented  two  different  typical  days 
using  proposed  CY  2008  rates:  Typical 
Day  1  included  three  group  therapy 
sessions  (CPT  code  90853,  APC  0325,  3 
X  S64.45)  and  one  individual 
psychotherapy  session  (CPT  code 
90818,  APC  0323,  $106.49).  The 
commenter  priced  Typical  Day  1  at 
$299.84.  Typical  Day  2  included  one 
group  therapy  session  (CPT  code  90853, 
APC  0325,  $64.45),  one  individual 
psychotherapy  session  (CPT  code 
90818,  APC  0323,  $106.49j,  and  one 
family  therapy  session  (CPT  code  90847, 
APC  0324,  $141.61).  The  commenter 
priced  Typical  Day  2  at  $312.55.  Based 
on  the  commenter’s  presented  material, 
the  commenter  stated  that  the  typical 
days  yield  an  average  componentized 
rate  of  $306.  The  commenter  questioned 
how  CMS  can  set  rates  for  APCs  0322 
through  0325,  but  is  unable  to 
determine  a  payment  rate  for  a  day  that 
is  comprised  of  a  minimum  of  3  to  4 
units  of  those  services.  Other 


commenters  stated  that  while  CMS 
requires  a  minimum  of  four  treatments 
per  day  to  qualify  for  a  day  of  PHP,  the 
proposed  per  diem  rate  of  $179.88  for 
PHP  is  less  than  what  CMS  would  pay 
for  four  group  therapy  sessions. 

Some  commenters  mentioned 
variations  of  using  the  median  cost  of 
$62.66  for  APC  325  to'illustrate  the 
inadequacy  of  the  proposed  PHP  per 
diem  payment  of  $174.07.  One 
commenter  stated  that  by  multiplying  4 
group  therapy  services  by  $62.66  yields 
$250.64,  which  is  more  that  $174.07. 
Another  commenter  claimed  that  CMS 
pays  hospital  facilities  for  outpatient 
services  on  a  per  unit  basis  up  to  the  per 
diem  PHP  payment.  The  commenter 
mentioned  that  CMS  has  identified 
Group  Therapy  APC  0325  with  a  true 
median  cost  of  $62.66.  The  commenter 
stated  that  the  patients  involved  in 
outpatient  services  are  participating  1  to 
3  days  and  generally  receive  4  or  more 
units  of  service  on  those  days.  The 
commenter  added  that  while  programs 
are  providing  4  or  more  units  of  service, 
the  per  diem  limit  will  only  allow  them 
to  be  “paid  their  cost”  for  about  2.75 
units  of  service  (3  x  $62.66  =  $187.98). 
The  commenter  stated  that  the  program 
is  $13.91  short  for  the  third  service  and 
the  fourth  service  and  any  others  are 
provided  with  no  reimbursement. 

Response:  We  do  not  believe  that  it  is 
appropriate  to  compare  the  partial 
hospitalization  services  to  separate 
mental  health  services.  The  commenter 
does  not  use  the  payment  rates  for  the 
PHP  APCs,  that  is,  APCs  0172  and  0173, 
in  its  calculations.  The  payment  rates 
for  APC  services  cited  by  the  commenter 
(APC  0323,  APC  0324,  and  APC  0325) 
are  not  computed  from  PHP  bills.  As 
stated  earlier,  we  used  data  from  PHPs 
to  determine  the  median  cost  of  a  day 
of  PHP.  PHP  is  a  program  of  services 
where  savings  can  be  realized  by 
hospitals  and  CMHCs  over  delivering 
individual  psychotherapy  services. 

We  structured  the  PHP  APCs  (APCs 
0172  and  0173)  as  a  per  diem 
methodology  in  which  the  day  of  care 
is  the  unit  that  reflects  the  structure  and 
scheduling  of  PHPs  and  the  composition 
of  the  PHP  APCs  consist  of  the  cost  of 
all  services  provided  each  day. 

Although  we  require  that  each  PHP  day 
include  a  psychotherapy  service,  we  do 
not  specify  the  specific  mix  of  other 
services  provided,  and  our  payment 
methodology  reflects  the  cost  per  day 
rather  than  the  cost  of  each  service 
-furnished  within  the  day. 

We  examined  both  CIvlHC  and 
hospital-based  PHP  data  to  determine 
what  services  these  programs  are 
providing  to  their  patients.  An 
important  finding  was  that  the  “typical” 


days  cited  by  the  commenter  are  not 
typical  days  for  most  CMHCs.  For 
CMHCs,  60  percent  of  services  are  group 
psychotherapy  (CPT  codes  90853  and 
90857),  26  percent  of  services  are 
training  and  education  (HCPCS  code 
G0177),  12  percent  are  activity  therapy 
(HCPCS  code  GO  176),  and  only  1 
percent  of  PHP  days  included 
individual  therapy  (brief  or  extended 
'(CPT  code  90816  or  90818)). 

The  “typical”  days  cited  by  the 
commenter  also  are  not  typical  days  for 
hospital-based  PHPs.  For  hospital-based 
PHPs,  47  percent  of  services  are  group 
psychotherapy  (CPT  codes  90853  and 
90857),  27  percent  of  services  are 
training  and  education  (HCPCS  code 
G0177),  16  percent  are  activity  therapy 
(HCPCS  code  G0176),  3  percent  are 
occupational  therapy  (HCPCS  code 
G0129),  2  percent  of  PHP  days  include 
brief  individual  psychotherapy  (CPT 
code  90816),  and  only  1  percent  of  PHP 
days  include  extended  individual 
therapy  (CPT  code  90818). 

We  note  that  the  APCs  for  training 
and  education  (HCPCS  code  G0177), 
activity  therapy  (HCPCS  code  G0176), 
and  occupational  therapy  (HCPCS  code 
G0129)  are  not  separately  payable  under 
the  OPPS.  They  are  packaged  services 
and  only  payable  as  part  of  a  PHP  day 
of  care.  In  CMHCs,  training  and 
education  (HCPCS  code  G0177)  and 
activity  therapy  (HCPCS  code  G0176) 
account  for  38  percent  of  PHP  services. 
In  hospital-based  PHPs,  training  and 
education  and  activity  therapy  account 
for  43  percent  of  PHP  services.  In 
addition  to  not  being  separately  payable, 
these  services  may  be  provided  to 
patients  by  less  costly  staff  than  staff 
who  provide  psychotherapy  and 
occupational  therapy.  Based  on  the  mix 
of  services  provided  on  the  majority  of 
PHP  days,  we  believe  the  data  used  for 
setting  the  PHP  payment  appropriately 
reflect  the  typical  PHP  day  and  its  costs 
should  not  be  compared  to  the  costs  of 
providing  separate  services. 

Comment:  Several  commenters 
claimed  that  the  costs  of  CMHCs  are 
higher  because  “hospitals  can  share  and 
spread  their  costs  to  other 
departments.”  The  commenters  believed 
that  the  CMHC  patient  acuity  level  is 
more  intense  than  that  for  hospital 
patients  because  HOPDs  need  only 
provide  one  or  two  therapies,  yet  still 
receive  the  full  PHP  per  diem. 

Response:  We  do  not  agree  that  CMHC 
costs  are  necessarily  higher  than  that  of 
a  hospital.  CMHCs  are  required  to 
furnish  an  array  of  outpatient  services, 
including  specialized  outpatient 
services  for  children,  elderly  persons, 
individuals  with  a  serious  mental 
illness,  and  residents  of  its  service  area 
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who  have  been  discharged  from 
inpatient  treatment.  Accordingly, 

CMHCs  have  the  same  ability  as 
hospitals  to  share  costs  among  its 
programs  as  needed.  Further,  we  believe 
hospital  costs  in  some  areas,  for 
example,  capital  and  24-hour 
maintenance  costs,  greatly  exceed 
comparable  CMHC  costs.  Regardless,  we 
believe  patient  acuity  across  hospital- 
based  and  CMHC  PHPs  should  be  the 
same,  that  is,  the  patients  would 
otherwise  require  inpatient  psychiatric 
care  regardless  of  setting  (section 
1835(a)(2)(F)  of  the  Act). 

Comment:  Many  commenters 
expressed  concern  that  the  proposed 
rates  exclude  substantial  costs  from  the 
providers  that  should  be  considered  for 
calculating  the  per  diem  PHP  rates.  In 
summary,  the  commenters  stated  “that 
approximately  2.25  hours  of  direct 
services  per  day  are  provided  to 
Medicare  patients  that  are  not  billable  or 
do  not  have  codes  available  to  bill 
Medicare.”  The  commenters  cited  as 
examples:  100  percent  of  physician 
supervision  and  related  overhead 
expenses;  85  to  93  percent  of  all  nursing 
related  direct  services  for  physical 
health  needs  or  family  education 
services;  92  percent  of  case  management 
services  provided  by  licensed  therapists 
and  other  support  staff;  85  percent  of 
unscheduled  crisis  intervention 
services;  and  80  percent  of  family 
therapy  without  the  client.  Other 
commenters  also  provided  specific 
examples  of  indirect  services  they 
provide  that  are  not  reimbursable,  such 
as:  assisting  in  finding  housing; 
accessing  other  health  care  services; 
obtaining  medications;  working  through 
issues  with  family  members;  providing 
transportation  to  medical  and  other 
appointments;  assisting  with  the 
information  and  appointments  regarding 
Social  Security  and  Medicare  questions; 
accessing  food  banks  and  food  stamps; 
obtaining  eye  and  dental  services; 
providing  occupational  therapy,  dual 
diagnosis  (conducted  by  a  licensed 
therapist),  relaxation,  humor, 
mindfulness,  nutrition  education  (run 
by  a  registered  dietician),  pastoral  care; 
and  trying  to  integrate  volatile/anxious 
patients  into  the  milieu  when  they 
cannot  tolerate  a  group  process  and 
need  one-on-one  attention. 

Response:  PHP  services  are 
specifically  defined  in  section  1861(ff) 
of  the  Act.  Meals  and  transportation  are 
specifically  excluded  under  section 
1861(ff){2)(I)  of  the  Act.  While  some  of  , 
the  services  the  commenters  list  are 
provided  in  a  PHP  setting,  we  only  pay 
for  direct  patient  care  costs.  Other 
services,  such  as  case  management  and 
team  meetings,  would  be  considered 


overhead  costs  and  not  direct  patient 
care  costs.  All  Medicare  allowable  costs 
will  be  included  in  the  cost  portion  of 
the  CCR.  By  applying  this  ratio  to  the 
billed  charges,  the  cost  estimate  will 
reflect  all  allowable  costs. 

Comment:  Many  commenters 
expressed  concern  that  CMS  fails  to 
protect  rural  mental  health  providers. 
The  commenters  claim  that  there  is 
documented  evidence,  published  by 
CMS,  of  the  special  hardships  and  needs 
of  rural  providers.  They  noted  that  most 
other  rural  provider  types  have  been 
recognized  for  this  hardship  and  have 
had  allowance  and  special  provisions  to 
ensure  their  viability.  The  commenters 
requested  that  CMS  consider  treating 
CMHCs  in  an  equitable  manner  to  other 
rural  provider  types.  The  commenters 
also  mentioned  that  they  reviewed  all  of 
the  documentation  available  and  the 
impact  statement,  but  found  no 
evidence  that  any  small  rural  providers 
had  been  included.  The  commenters 
wanted  to  remind  CMS  that  the  agency 
is  required  by  law  to  calculate  and 
disclose  the  impact  of  any  action  on 
small  and  rural  providers.  A  few 
commenters  specifically  mentioned  that 
there  were  no  Louisiana  CMHCs 
included  in  the  impact. 

Response:  We  believe  we  do  take  the 
concerns  of  rural  mental  health 
providers  into  account.  Over  the  last 
several  years,  our  mitigation  of  rate 
reductions  for  PHPs  benefits  ^ll  CMHCs, 
including  rural  providers.  As  to  the 
particular  treatment  of  rural  providers, 
we  believe  the  commenter  may  be 
referring  to  the  statutory  hold  harmless 
provisions.  Section  1833(t)(7)(D)  of  the 
Act  authorizes  such  payments,  on  a 
permanent  basis,  for  children’s  hospitals 
and  cancer  hospitals  and,  through  CY 
2009,  for  rural  hospitals  having  100  or 
fewer  beds  and  is  not  a  SCH,  and  for 
SCHs  in  rural  areas.  Section 
1866(t)(7)(D)  of  the  Act  does  not 
authorize  hold  harmless  payments  to 
CMHCs.  In  addition,  another  provision 
directed  at  rural  providers,  section  411 
of  Public  Law  108-173  that  requires 
CMS  to  determine  the  appropriateness 
of  additional  payments  for  certain  rural 
hospitals,  does  not  extend  to  CMHCs. 

In  this  year’s  impact  table,  we 
included  CMHCs  in  the  total  count  of 
providers,  but  they  are  not  shown 
separately.  We  typically  do  not  report  a 
separate  impact  for  CMHCs  because 
they  are  only  paid  for  one  service,  PHP, 
under  the  OPPS,  and  each  CMHC  can 
typically  easily  estimate  the  impact  of 
payment  rate  changes  by  referencing 
payment  for  PHP  in  Addendum  A  to 
both  the  proposed  rule  and  this  final 
rule  with  comment  period.  Because  we 
proposed  a  CY  2009  policy  change  to 


PHP  payment,  we  presented  separate 
impacts  for  CMHCs  in  Table  45  and 
discussed  the  impact  in  section  XXI.B.4 
in  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41558).  We  have  updated 
this  analysis  for  this  final  rule  with 
comment  period.  (For  additional 
information,  we  refer  readers  to  section 
XXIII  of  this  final  rule  with  comment 
period.) 

Comment:  Several  commenters 
requested  that  CMS  support  a  legislative 
amendment  to  remove  PHP  from  the 
APC  codes  and  create  an  independent 
status  similar  to  home  health  and  then 
establish  a  reasonable  base  rate  for  PHP 
such  as  the  current  2008  per  diem.  The 
commenters  also  recommended  that 
CMS  annually  adjust  the  base  rate  by  a 
conservative  inflation  factor  such  as  the 
CPI.  Other  commenters  suggested 
establishing  a  PHP  rate  calculation  task 
force  to  develop  a  new  rate  methodology 
that  captures  all  relevant  data  and 
reflects  the  actual  costs  to  providers  to 
deliver  PHP  services.  The  commenter 
recommended  that  the  ratesetting  task 
force  be  composed  of  CMS  staff  and  a 
diverse  group  of  stakeholders  that 
includes  front-line  providers  of  PHP 
services  and  representatives  from 
national  industry  organizations. 

Response:  As  the  commenters  stated, 
currently,  the  statutory  authority  does 
not  provide  for  a  separate  payment 
system  for  partial  hospitalization 
services.  Therefore,  it  would  require  a 
statutory  change  to  establish  an 
independent  payment  system  for  PHPs. 
In  response  to  commenters’  request  for 
a  PHP  rate  calculation  task  force,  we  do 
not  believe  an  official  task  force  is 
required,  but  we  continue  to  support  an 
informal  process.  We  have  met  with 
industry  groups  and  providers 
numerous  times  over  the  years  and 
continue  to  be  open  to  discussion  about 
the  partial  hospitalization  benefit. 

Comment:  A  few  commenters 
recommended  that  CMS  establish 
quality  criteria  to  judge  performance 
and  that  would  influence  future 
payment  rates. 

Response:  We  agree  with  the 
commenters  that  information  about  the 
status  of  quality  benchmarks  and 
indicators  would  be  useful  and  we 
encourage  providers  to  submit  that 
information  to  us.  While  the 
commenters  did  not  provide  any 
specifics,  we  would  be  interested  in 
how  such  a  quality  program  would  be 
structured. 

Comment:  A  few  commenters  stated 
that  the  wage  index  adjustment  does  not 
accurately  reflect  the  cost  of  labor  in 
areas  affected  by  Hurricanes  Katrina  and 
Rita.  The  commenters  also  pointed  out 
that  the  proposed  wage  index  in 
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Louisiana  has  decreased  post-hurricane 
instead  of  increasing,  which  has 
resulted  in  a  much  lower  payment  rate 
in  Louisiana.  The  commenters  further 
stated  that  the  time  lag  for  wage 
indexing  is  a  huge  factor  for  Hurricane 
Zone  providers  and  that  the  wage  index 
decrease  makes  the  assumption  that  the 
cost  of  labor  has  actually  decreased 
since  the  hurricanes.  Some  commenters 
noted  that  the  lack  of  facilities  and 
trained  professionals  and  inadequate 
reimbursement  will  make  Louisiana 
worse  off  now  than  prior  to  Hurricanes 
Katrina  and  Rita. 

Response:  The  hospital  wage  data 
used  to  compute  the  FY  2009  IPPS 
hospital  wage  index  is  from  the  FY  2005 
hospital  cost  reports  for  all  hospitals. 
This  is  the  standard  lag  timeframe  in 
determining  the  hospital  wage  index. 
The  FY  2005  data  are  reflected  in  the  FY 
2009  IPPS  hospital  wage  index. 
However,  we  note  that  the  wage  index 
is  a  relative  measure  of  differences  in 
area  hourly  wage  levels.  It  compares  a 
labor  market’s  average  hourly  wage  to 
the  national  average  hourly  wage.  To  the 
extent  that  post-hurricane  hospital  labor 
costs  are  higher  relative  to  the  national 
average,  the  wage  index  reflects  the 
higher  relative  labor  cost  beginning  with 
the  FY  2005  data  that  are  in  the  FY  2009 
IPPS  hospital  wage  index  (which  will  be 
applied  to  the  CY  2009  OPPS  rate  year). 
In  addition,  the  statutory  authority  for 
the  OPPS  wage  index  policy  in  section 
1833(tK2)(D)  of  the  Act  requires  that  the 
wage  adjustments  be  made  in  a  budget 
neutral  manner.  Therefore,  any  increase 
in  one  wage  area  factor  would  need  to 
be  budget  neutral.  Finally,  it  should  be 
noted  that  CMHCs  and  hospitals  located 
in  Federal  Emergency  Management 
Agency  (FEMA)  designated  disaster 
areas  received  relief  funds  by  the 
Department  of  Health  and  Human 
Services  in  2007. 

Comment:  One  commenter  stated  that 
CMS  data  and  per  diem  payment  rates 
are  strongly  biased  by  just  a  few 
providers.  The  commenter  stated  that 
CMS’  data  identifies  631  providers  of, 
partial  hospitalization  services  and 
identifies  the  overall  industry  costs  at 
$288  million  with  approximately 
1,400,000  days  of  partial  hospitalization 
services.  The  commenter  stated  that  this 
suggests  an  average  daily  census  per 
program  of  less  than  9  patients  per  day, 
based  on  250  days  of  services  in  a  year. 
The  commenter  was  aware  of  only  2  or 
3  programs  that  maintain  a  daily  census 
in  PHPs  in  excess  of  50  to  60  per  day, 
some  as  high  as  200  to  250  per  day.  The 
commenter  stated  that  these  individual 
providers  skew  the  data  and 
disproportionately  influence  the 
calculated  rates  with  severe  cost 


advantages  that  other  providers  cannot 
duplicate  because  of  economies  of  scale. 
The  commenter  stated  that  these  few 
high  volume  providers  should  not  set 
the  rates  for  all  providers  and  should  be 
excluded  from  the  rate  calculations. 

Response:  In  response  to  this 
comment,  we  analyzed  the  cost  per  day 
for  various  high  volume  providers  and 
determined  that  the  high  volume 
providers  have  a  cost  per  day  similar  to 
that  of  smaller,  lower  volume  providers. 
For  this  reason,  although  high  volume 
providers  may  have  a  greater  proportion 
of  days  used  for  median  rate  setting,  we 
do  not  believe  that  including  the  data 
for  these  providers  skews  the  resulting 
median.  Our  analysis  shows  that 
economies  of  scale  do  not  appear  to 
influence  the  cost  per  day  for  these 
providers. 

Comment:  One  commenter  expressed 
concern  that  the  proposed  PHP  APC  rate 
decrease  is  inconsistent  with  a  response 
CMS  gave  to  a  MedPAC 
recommendation.  The  commenter 
claimed  that  MedPAC  recommended 
that  the  Congress  should  increase 
payment  rates  for  the  acute  inpatient 
and  outpatient  prospective  payment 
systems  in  2009  by  the  projected  rate  of 
increase  in  the  hospital  market  basket 
index,  concurrent  with  implementation 
of  a  quality  incentive  payment  program. 
The  commenter  also  claimed  that  CMS’ 
response  was  that  it  was  proposing  to 
increase  payment  rates  for  the  CY  2009 
OPPS  by  the  projected  rate  of  increase 
in  the  hospital  market  basket  through 
adjustment  of  the  full  CY  2009 
conversion  factor. 

Response:  All  APCs  under  the  OPPS 
receive  a  market  basket  increase  as  part 
of  the  calculation  of  the  conversion 
factor.  The  proposed  PHP  APC  rates 
were  based  upon  standard  OPPS 
ratesetting  methodology.  Barring  a 
decrease  due  to  the  quality  reporting 
requirements,  we  anticipate  a  full 
market  basket  increase  and  not  an 
update  of  less  than  a  full  market  basket 
to  the  OPPS  payment  rates.  The  PHP 
APCs  are  converted  to  a  weight  relative 
to  the  median  cost  of  a  Mid-Level  Office 
Visit.  The  relative  weight  is  multiplied 
by  the  conversion  factor  to  convert  it  to 
a  dollar  amount.  However,  there  are 
other  factors  in  the  conversion  factor 
that  may  offset  the  market  basket 
increase.  For  example,  the  conversion 
factor  includes  the  wage  index  and  rural 
budget  neutrality  adjustments,  an 
adjustment  for  pass-through  set  asides, 
among  others.  (We  refer  readers  to 
section  X.D  of  this  final  rule  with 
comment  period  for  a  more  detailed 
discussion  of  the  conversion  factor 
update.) 


Comment:  One  commenter  suggested 
that  CMS  take  a  proactive  step  to 
prevent  the  duplication  of  services  by 
CMHCs  by  implementing  a  “Needs 
Assessment’’  protocol  before  allowing 
centers  to  be  established.  The 
commenters  stated  that  these 
assessments  could  be  used  as  a  way  for 
CMS  to  determine  if  the  establishment 
of  a  CMHC  is  necessary  in  a  certain  area. 

Response:  We  believe  the  commenter 
is  referring  to  certificate  of  need 
programs  implemented  by  many  States, 
which  is  beyond  the  scope  of  the 
proposed  rule  and  this  final  rule  with 
comment  period. 

Comment:  Several  commenters 
expressed  concern  that  cost  report  data 
frequently  do  not  reflect  bad  debt 
expense  for  the  entire  year.  The 
commenters  were  concerned  that  these 
costs  are  not  being  considered  in  the 
CMS  data  and  severely  shortchange  the 
rate  calculations. 

Response:  The  bad  debt  policy  is 
outside  the  scope  of  the  proposed  rule 
and  this  final  rule  with  comment 
period.  We  refer  the  commenter  to  42 
CFR  413.89  and  the  Provider 
Reimbursement  Manual  Part  I  (PRM), 
Chapter  3,  concerning  our  bad  debt 
requirements. 

Comment:  One  commenter  noted  that 
CMS  did  not  respond  to  previous 
statements  from  commenters  that  the 
industry  would  welcome  accreditation 
rules  and/or  stricter  policies  for  PHPs. 

Response:  We  agree  with  the 
commenters  that  this  is  an  area  that 
should  be  addressed,  and  we  are 
exploring  proposing  conditions  of 
participation  for  CMHCs  to  establish 
minimum  standards  for  patient  rights, 
physical  environment,  staffing,  and 
documentation  requirements.  We 
believe  that  adding  conditions  of 
participation  would  contribute  to  more 
consistency  between  CMHCs  and 
hospital-based  PHPs. 

Comment:  One  commenter  suggested 
that  CMS  should  consider  that  licensed 
professionals  with  a  master’s  degree  in 
psychology  to  be  equivalent  to  those 
with  a  master’s  degree  in  social  work 
with  an  LCSW.  Specifically,  the 
commenter  questioned  how  someone 
trained  in  the  field  to  conduct  therapy 
is  considered  less  able  than  a  social 
worker  who  may  have  had  minimal  or 
any  clinical  training. 

Response:  Specific  policy  related  to 
the  qualification  or  licensure 
requirements  of  mental  health 
professionals  is  beyond  the  scope  of  the 
proposed  rule  and  this  final  rule  with 
comment  period. 
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C.  Policy  Changes 

1.  Policy  To  Deny  Payment  for  Low 
Intensity  Days 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66673),  we 
reiterated  our  expectation  that  hospitals 
and  CMHCs  will  provide  a 
comprehensive  program  consistent  with 
the  statutory  intent.  We  also  indicated  ^ 
that  we  intend  to  explore  changes  to  our 
regulations  and  claims  processing 
systems  in  order  to  deny  payment  for 
low  intensity  days,  and  we  specifically 
invited  public  comment  on  the  most 
appropriate  threshold.  We  did  not 
receive  any  public  comments  on  this 
subject.  Our  analysis  of  claims  data 
indicates  that  CMHCs  (and  to  a  lesser 
extent  hospital-based  PHPs)  are 
furnishing  a  substantial  number  of  low 
unit  days.  We  consider  providing  only 
one  or  two  services  to  be  a  low  unit  day. 
Although  we  currently  consider  the 
acceptable  minimum  units  of  PHP 
services  required  in  a  PHP  day  to  be 
three,  it  was  never  our  intention  that 
three  units  of  service  should  represent 
the  number  of  services  to  be  provided  in 
a  typical  PHP  day.  PHP  is  furnished  in 
lieu  of  an  inpatient  psychiatric 
hospitalization  and  is  intended  to  be 
more  intensive  than  a  half-day  program. 
We  believe  the  typical  PHP  day  should 
include  five  to  six  units  of  service  with 
a  break  for  lunch.  As  indicated  in 
section  X.B.  of  this  final  rule  with 
comment  period,  we  proposed  two  PHP 
per  diem  rates  that  reflect  the  level  of 
care  provided. 

In  conjunction  with  and  to  conform  to 
our  proposed  CY  2009  PHP  per  diem 
rates  that  account  for  a  minimum  of  3 
units  of  service  provided,  we  also 
proposed  changes  to  the  existing  PHP 
logic  portion  of  the  I/OCE  to  require  that 
CMHCs  and  hospital-based  PHPs 
provide  a  minimum  of  3  units  of  service 
per  day  in  order  to  receive  PHP 
payment.  Currently,  the  PHP  logic 
portion  of  the  I/OCE  results  in  a 
“suspension  of  claim  for  medical 
review”  for  claims  with  fewer  than  three 
services  provided  in  a  day.  For  CY  2009, 
we  proposed  to  deny  payment  for  any 
PHP  claims  for  days  when  fewer  than 
three  units  of  therapeutic  services  are 
provided.  We  believe  that  three  units  of 
services  should  be  the  minimum 
number  of  services  allowed  in  a  PHP 
day  because  a  day  with  one  or  two  units 
of  services  does  not  meet  the  statutory 
intent  of  a  PHP  program.  Three  units  of 
services  are  a  minimum  threshold  that 
permits  unforeseen  circumstances,  such 
as  medical  appointments,  while 
allowing  payment,  but  still  maintains 
the  integrity  of  a  comprehensive 
program.  As  noted  previously,  we  also 


believe  that  a  day  where  a  patient 
receives  only  three  units  of  services 
should  only  occur  under  certain 
circumstances.  As  we  explained  in 
section  X.B.  of  this  final  rule  with 
comment  period,  an  example  of  when  it 
may  be  appropriate  to  bill  only  three 
units  of  services  a  day  would  be  when 
a  patient  might  need  to  leave  early  for 
a  medical  appointment  and,  therefore, 
would  be  unable  to  complete  a  full  day 
of  PHP  treatment.  However,  PHP 
programs  that  provide  three  units  of 
services  in  a  day  should  be  the 
exception,  as  we  expect  PHP  programs 
to  generally  provide  a  more  intensive 
day  of  services  as  PHP  is  a  more 
comprehensive  program  than  three  units 
of  services.  As  we  noted  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41514), 
we  will  be  observing  trends  and 
assessing  the  two  payment  rate 
approach  in  our  continued  review  to 
protect  the  integrity  of  the  PHP  program. 

Comment:  Commenters  supported 
CMS’  proposal  to  deny  payment  for 
“low  unit”  days.  However,  they  stated 
that  CMS  should  contemplate  that  there 
are  rare  instances  when  a  patient 
becomes  ill  or  has  a  family  or  personal 
emergency  and  needs  to  leave  the 
program  early  on  that  day;  therefore, 
they  receive  fewer  services.  The 
commenters  suggested  that  CMS  create 
a  modifier  to  be  used  to  trigger  a 
“suspension  of  claim  for  medical 
review”  and  potential  payment  at  a 
reduced  rate.  Other  commenters 
suggested  that  CMS  continue  to  pay  and 
maintain  the  current  policy  of 
suspending  claims  for  medical  review. 
The  commenters  believed  that  this  is  an 
appropriate  way  to  make  payment 
determinations.  A  few  other 
commenters  opposed  the  idea  of 
denying  payment;  they  proposed  that 
CMS  pay  the  fee  schedule  amount  for 
the  one  or  two  services. 

Response:  While  we  recognize  that 
special  circumstances  exist  where  a 
patient  might  have  to  leave  a  PHP  early, 
we  continue  to  believe  that  days  with 
one  or  two  units  of  services  are 
inconsistent  with  a  benefit  designed  as 
a  full-day  program  and  substitute  for 
inpatient  care.  Therefore,  we  do  not 
believe  it  is  appropriate  to  establish  a 
modifier  at  this  time  or  continue  to  pay 
and  are  maintaining  the  current  policy 
of  suspending  claims  for  medical 
review.  In  addition,  we  have  codified 
patient  eligibility  criteria  in  this  final 
rule  with  comment  period  that  will 
require  a  minimum  of  20  hours  of 
service  per  week,  which  strengthens  our 
view  that  these  low  intensity  days  are 
rare  and  do  not  represent  a  normal  day, 
such  that  payment  should  be  denied.  If 
there  are  legitimate  instances  when  one 


or  two  units  of  service  days  are  justified, 
denial  still  leaves  the  provider  the 
option  to  appeal  as  specified  in  the 
Medicare  Claims  Processing  Manual, 
Pub.  100-04,  Chapter  30,  Section  30.2.2. 
We  will  continue  to  monitor  data  in  the 
future  to  assess  the  potential  later  need 
for  a  modifier  for  such  claims. 

2.  Policy  To  Strengthen  PHP  Patient 
Eligibility  Criteria 

As  discussed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66671),  we  established  the  current 
PHP  payment  rate  of  $203.  As  part  of 
our  ongoing  review  of  ensuring  the  most 
appropriate  payment  is  made  for  these 
intensive,  service-oriented  programs,  we 
also  explored  changes  that  could 
enhance  and  strengthen  the  integrity  of 
the  PHP  benefit  overall.  As  part  of  this 
review,  we  looked  at  existing 
instructions  to  providers,  including 
current  regulations,  manuals,  and  other 
guidance.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41514),  we 
proposed  to  codify  existing  policy 
regarding  PHP  patient  eligibility  as  we 
believe  it  will  help  strengthen  the 
integrity  of  the  PHP  benefit  by 
conforming  our  regulations  to  our 
longstanding  policy  and  making 
available  the  general  program 
requirements  in  one  regulatory  section. 
These  requirements  are  currently  stated 
in  the  Medicare  Benefit  Policy  Manual, 
Pub.  100-02,  Chapter  6,  section  70.3, 
available  on  the  CMS  Web  site  at: 
http://wvm\cms. hhs.gov/manuals/ 
Downloads/bpl 02c06.pdf  and  in 
Transmittal  10,  Change  Request  3298, 
dated  May  7,  2004,  but  not  codified.  The 
regulatory  text  changes  that  we 
proposed  are  intended  to  strengthen 
PHP  requirements  by  adding  the 
existing  patient  eligibility  conditions  to 
the  existing  PHP  regulations,  and  do  not 
reflect  a  change  in  policy.  Specifically, 
we  proposed  to  revise  42  CFR  410.43  to 
add  a  reference  to  current  regulations  at 
§  424.24(e)  that  requires  that  PHP 
services  are  furnished  pursuant  to  a 
physician  certification  and  plan  of  care. 
While  the  requirements  at  §  424.24(e) 
are  not  new,  we  believe  the  addition  of 
this  reference  to  §  410.43  will  provide  a 
more  complete  description  of  our 
expectations  for  PHP  programs  in 
§410.43. 

We  also  proposed  to  revise  42  CFR 
410.43  to  add  the  following  patient 
eligibility  criteria.  We  proposed  to  state 
that  partial  hospitalization  programs  are 
intended  for  patients  who — 

(1)  Require  20  hours  per  week  of 
therapeutic  services; 

(2)  Are  likely  to  benefit  from  a 
coordinated  program  of  services  and 
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require  more  than  isolated  sessions  of 
outpatient  treatment; 

(3)  Do  not  require  24-hour  care; 

(4)  Have  an  adequate  support  system 
while  not  actively  engaged  in  the 
program; 

(5)  Have  a  mental  health  diagnosis; 

(6)  Are  not  judged  to  be  dangerous  to 
self  or  others;  and 

(7)  Have  the  cognitive  and  emotional 
ability  to  participate  in  the  active 
treatment  process  and  can  tolerate  the 
intensity  of  the  partial  hospitalization 
program. 

As  we  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41514), 
partial  hospitalization  is  the  level  of 
intervention  that  falls  between  inpatient 
hospitalization  and  episodic  treatment 
in  the  continuum  of  care  for  the 
mentally  ill.  While  we  require  a  patient 
to  have  a  mental  health  diagnosis,  we 
caution  that  the  diagnosis  in  itself  is  not 
the  sole  determining  factor  for  coverage. 

Because  partial  hospitalization  is 
provided  in  lieu  of  inpatient  care,  it 
should  be  a  highly  structured  and 
clinically-intensive  program.  As 
reiterated  in  the  CY  2009  OPPS/ ASC 
proposed  rule  (73  FR  41514),  our  goal  is 
to  improve  the  level  of  service  furnished 
in  a  PHP  day,  while  also  ensuring  that 
the  partial  hospitalization  benefit  is 
being  utilized  by  the  appropriate 
population.  For  example,  a  PHP 
candidate  should  be  able  to  tolerate  a 
day  of  PHP  and  benefit  from  the  intense 
treatment  provided  in  the  program.  In 
addition,  for  the  program  to  be  fully 
beneficial,  a  PHP  participant  should 
have  a  strong  support  system  outside  of 
the  PHP  program  to  help  to  ensure 
success.  Moreover,  the  safety  of  all  PHP 
patients  is  extremely  important  and, 
therefore,  all  PHP  participants  should  be 
able  to  live  safely  in  the  community, 
and  not  be  a  danger  to  self  or  others.  For 
these  reasons,  it  has  been  our 
longstanding  policy  that  these  criteria 
are  vital  in  determining  the  patient’s 
eligibility  to  participate  in  a  PHP  and 
we  believed  it  necessary  to  propose  to 
codify  the  above  list  of  basic  patient 
eligibility  requirements  in  §  410.43. 

In  the  CY  2008  OPPS/ ASC  final  rule 
with  comment  period  (72  FR  66673),  we 
reiterated  our  expectation  that  hospitals 
and  CMHCs  will  provide  a 
comprehensive  program  consistent  with 
the  statutory  intent.  We  believe  the 
addition  of  these  requirements  to  the 
regulations  reflects  our  longstanding 
policy  and  helps  provide  a  clear  and 
consistent  description  of  our 
expectations  for  PHP  programs  and 
would  strengthen  the  integrity  of  the 
PHP  benefit  by  noting  such  in  the  PHP 
regulations. 


Comment:  Generally,  commenters 
supported  the  eligibility  requirements 
and  their  incorporation  in  the 
regulations  at  §410.43,  with  the 
exception  of  the  requirement  that  PHPs 
are  intended  for  patients  who  require  20 
hours  per  week  of  therapeutic  services. 
A  few  commenters  requested  that  CMS 
clarify  that  the  list  of  patient  eligibility 
requirements  will  be  used  as  general 
requirements  or  guidelines  and  not  as 
patient-specific  requirements  with  the 
potential  to  deny  coverage  of  services  or 
payments  for  individual  patients.  The 
commenters  also  indicated  that  the  20 
hours  per  week  requirement,  while 
fundamentally  sound,  is  insufficiently 
refined  for  inclusion  in  regulation  and 
feared  the  impact  of  such  a  strict 
requirement  on  patient  care.  The 
commenters  were  concerned  that  a 
regulatory  provision  could  result  in  the 
denial  of  coverage  for  services  or 
payments  for  individual  patients. 

Some  commenters  indicated  that  a 
guideline  of  16  to  20  hours  per  week 
could  accommodate  the  beneficiary, 
particularly  during  the  transition  period 
following  hospital  discharge.  They 
stated  that  partial  hospitalization  is  an 
intensive  form  of  outpatient  care 
intended  for  patients  with  acute 
psychiatric  illness  who  could  benefit 
from  ongoing  intensive  and  structured 
psychotherapy.  The  commenters  also 
stated  that  PHP  is  frequently  used  as  a 
substitute  or  a  step-down  from  hospital 
care  with  the  patient  being  transitioned 
into  a  less  intensive  level  of  care.  Other 
commenters  expressed  the  concern  that 
a  patient  may  not  be  able  to  participate 
at  the  20  hour  per  week  minimum  for 
intense  therapy,  particularly  during  the 
transition  period.  They  stated  that 
during  the  transition,  the  patient,  in 
addition  to  psychiatric  treatment, 
frequently  needs  to  make  and  keep 
appointments  to  resolve  physical  or 
social  issues.  A  few  commenters  also 
indicated  that  a  patient  may  need  an 
occasional  day  to  acclimate  to  the 
rigorous  demands  of  the  very  intensive 
level  of  PHP  services.  They  added  that 
the  transition  period  either  before  or 
after  hospitalization  may  frequently 
warrant  clinical  discretion  and 
flexibility  in  patient  care  management. 

Response:  We  note  that  the  eligibility 
requirements  that  we  proposed  to  codify 
in  the  regulations  at  §  410.43  are  not 
new,  and  are  currently  a  part  of  the 
operational  policy  that  is  contained  in 
the  Medicare  Benefits  Policy  Manual, 
Pub.  100-02,  Chapter  6,  Section  70.3. 

We  understand  commenters’  concerns 
about  the  20  hours  per  week 
requirement  with  regard  to  scheduling 
flexibility,  but  we  are  concerned  that  if 
we  reduce  the  minimum  number  of 


hours  lower  than  the  current  guideline, 
the  low  end  of  the  range  will  become 
the  new  minimum.  Therefore,  instead  of 
reducing  the  number  of  hours  a  patient 
needs  in  order  to  be  eligible  to  receive 
the  benefit,  in  this  final  rule  with 
comment  period,  we  are  clarifying  that 
the  patient  eligibility  requirement  that 
patients  require  20  hours  of  therapeutic 
services  is  evidenced  in  a  patient’s  plan 
of  care  rather  than  in  the  actual  hours 
of  therapeutic  services  a  patient 
receives.  The  intent  of  this  eligibility 
requirement  is  that  for  most  weeks  we 
expect  attendance  conforming  to  the 
patient’s  plan  of  care.  We  recognize  that 
there  may  be  times  at  the  beginning  (or 
end)  of  a  patient’s  transitioij  into  (or  out 
of)  a  PHP  where  the  patient  may  not 
receive  20  hours  of  therapeutic  services. 
For  example,  if  a  patient  begins 
treatment  on  a  Wednesday  and  receives 
services  for  the  remainder  of  that  week 
(Thursday  and  Friday),  that  patient’s 
first  week  may  not  include  20  hours  of 
therapeutic  services.  However,  we 
expect  that  for  generally  all  weeks  the 
PHP  patients  are  receiving  the  amount 
and  type  of  services  identified  in  the 
plan  of  care. 

Therefore,  we  are  finalizing  our 
proposal,  with  the  clarification  noted 
above,  the  patient  eligibility  criteria  at 
42  CFR  410.43  as  follows: 

Partial  hospitalization  programs  are 
intended  for  patients  who — 

(1)  Require  a  minimum  of  20  hours 
per  week  of  therapeutic  services  as 
evidenced  in  their  plan  of  care; 

(2)  Are  likely  to  benefit  from  a 
coordinated  program  of  services  and 
require  more  than  isolated  sessions  of 
outpatient  treatment; 

(3)  Do  not  require  24-hour  care; 

(4)  Have  an  adequate  support  system 
while  not  actively  engaged  in  the 
program; 

(5)  Have  a  mental  health  diagnosis; 

(6)  Are  not  judged  to  be  dangerous  to 
self  or  others;  and 

(7)  Have  the  cognitive  and  emotional 
ability  to  participate  in  the  active 
treatment  process  and  can  tolerate  the 
intensity  of  the  partial  hospitalization 
program. 

We  did  not  receive  any  public 
comments  on  our  proposal  to  revise  42 
CFR  410.43  to  add  a  reference  to  current 
regulations  at  §  424.24(e)  that  requires 
that  PHP  services  are  furnished  in 
accordance  with  a  physician 
certification  and  plan  of  care.  Therefore, 
we  are  finalizing  the  cross-reference 
change  as  proposed. 

3.  Partial  Hospitalization  Coding  Update 

As  part  of  our  ongoing  evaluation  of 
partial  hospitalization  codes,  in  the  CY 
2009  OPPS/ ASC  proposed  rule  (73  FR 
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41515),  we  proposed  several  coding 
changes.  We  identified  several  CPT 
codes  that  we  believed  were 
inappropriate  for  billing  PHP  claims. 
Upon  further  study  and  after 
consultation  with  CMS  medical 
advisors,  we  proposed  to  eliminate  use 
of  the  follov/ing  three  CPT  codes  for 
billing  PHP  claims:  90846  (Family 
psychotherapy  (without  the  patient 
present)),  90849  (Multi-family  group  ' 
psychotherapy),  and  90899  (Unlisted 
psychiatric  service  or  procedure).  While 
these  three  CPT  codes  constitute  0.157 
percent  of  the  total  PHP  claims  for  CY 
2006,  as  explained  in  the  CY  2009 
OPPS/ASC  proposed  rule,  we  believe 
there  are  similar  and  more  appropriate 
HCPCS  codes  to  use  to  bill  for  these 
services. 

Our  review  of  the  claims  data 
associated  with  CPT  code  90846  found 
that  this  code  accounts  for 
approximately  0.004  percent  of  the  total 
services  billed  on  PHP  claims  in  CY 
2006.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41515)  we  noted 
our  belief  that  CPT  code  90846  is  not  an 
appropriate  code  for  the  PHP  benefit, 
because  it  excludes  the  beneficiary.  We 
further  noted  that  another  available  PHP 
code,  CPT  code  90847  (Family 
psychotherapy  (conjoint  psychotherapy 
with  patient  present)),  which  is 
currently  a  billable  PHP  code,  is  a  more 
appropriate  CPT  code  to  use  to  bill  for 
family  psychotherapy  services  because 
it  Requires  the  presence  of  the  patient  as 
part  of  the  family  psychotherapy 
session. 

In  addition,  our  review  of  the  CY  2006 
claims  data  associated  with  CPT  code 
90849  found  that  this  code  accounts  for 
approximately  0.058  percent  of  the  total 
.services  billed  on  PHP  claims  in  CY 
2006.  We  also  believe  that  the  intended 
use  of  this  code,  w'hich  is  for  the 
reporting  of  multiple-family  group 
therapy  sessions,  is  not  appropriate  for 
our  use  under  PHP  because  PHP  care  is 
centered  on  the  beneficiary.  As  stated 
earlier,  we  believe  that  CPT  code  90847 
is  the  more  appropriate  code  to  use  for 
PHP  payment  of  family  psychotherapy 
services  because  it  provides  for  the 
conduct  of  individualized  family 
psychotherapy  with  the  patient  present. 
Therefore,  for  CY  2009,  we  proposed  to 
eliminate  CPT  code  90849  for  use  as  a 
PHP  code. 

In  addition,  evaluation  of  the  CY  2006 
claims  data  found  that  CPT  code  90899 
accounted  for  approximately  0.095 
percent  of  total  services  billed  on  PHP 
claims.  Upon  closer  examination,  we 
found  that  CPT  code  90899  is 
predominantly  used  to  bill  for  patient 
education  services.  This  is  an  unlisted 
CPT  procedure  code  and  such  CPT 


unlisted  procedure  codes  are  used  to 
report  unlisted  psychiatric  procedures  ' 
that  are  not  accurately  described  by  any 
other  more  specific  CPT  codes.  Because 
of  our  concerns  about  the  type  of 
services  that  may  be  billed  using  an 
unlisted  CPT  code  and  because  a  more 
appropriate  code  is  currently  available 
that  better  describes  the  patient 
education  services  for  which  PHP 
payment  may  be  made,  we  proposed  to 
eliminate  PHP  payment  for  CPT  code 
90899  in  CY  2009.  In  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41515), 
we  further  noted  that  eliminating 
unlisted  CPT  procedure  codes  is 
consistent  with  how  other  payment 
systems  currently  treat  such  codes,  in 
that  more  specific  coding  is  preferred 
over  general  coding. 

In  addition,  we  proposed  to  eliminate 
two  group  therapy  CPT  codes  currently 
used  in  a  PHP  setting,  90853  (Group 
psychotherapy  other  than  of  a  multiple- 
family  group)  and  90857  (Interactive 
group  psychotherapy),  and  replace  them 
with  two  new  parallel  timed  HCPCS  G- 
codes:  GXXXl  (Group  psychotherapy 
other  than  of  a  multiple-family  group,  in 
a  partial  hospitalization  setting, 
approximately  45  to  50  minutes)  (now 
identified  as  G0410);  and  GXXX2 
(Interactive  group  psychotherapy,  in  a 
partial  hospitalization  setting, 
approximately  45  to  50  minutes)  (now 
identified  as  G0411)  (73  FR  41515).  As 
most  of  the  current  PHP  codes  already 
include  time  estimates,  we  indicated  in 
the  CY  2009  OPPS/ASC  proposed  rule 
that  we  believe  in  order  to  maintain 
consistency  with  the  existing  HCPCS 
codes  used  in  PHP,  the  group  therapy 
codes  should  likewise  include  a  time 
descriptor.  We  believe  the  time  of  45  to 
50  minutes  for  a  group  therapy  session 
is  reasonable  as  it  approximately  reflects 
the  timing  of  group  sessions  in  current 
clinical  practices.  Therefore,  we 
proposed  the  two  new  timed  HCPCS  G- 
codes  for  PHP  group  therapies.  As  we 
noted  in  the  CY  2009  OPPS/ASC 
proposed  rule,  both  CPT  codes  90853 
and  90857  may  still  be  used  in  a  non- 
PHP  setting. 

Comment:  Commenters  generally 
supported  the  proposed  PHP  coding 
changes.  Other  commenters  requested 
CMS  to  modify  the  original  proposal 
and  retain  a  couple  of  the  codes.  For 
example,  the  commenters  agreed  with 
eliminating  CPT  code  90899  (Unlisted 
psychiatric  service  or  procedure);  they 
believed  removal  is  reasonable  as  the 
code  is  a  generic  code  and  is  often 
misinterpreted  by  the  payer.  However,  a 
few  commenters  opposed  the 
elimination  of  CPT  code  90846  (Family 
psychotherapy  (without  the  patient 
present)),  and  suggested  that  there  are 


times  when  family  therapy  without  the 
patient  is  highly  therapeutic  and 
necessary.  The  commenters  stated 
discussions  with  the  family  on  how  to 
handle  potential  volatile  topics  with  the 
patient  present  could  have  an  adverse 
effect  on  the  patient’s  behavior. 

Some  commenters  agreed  with  the 
removal  of  CPT  code  90849  (Multi¬ 
family  group  psychotherapy).  A  few 
other  commenters  opposed  the  removal, 
'stating  that  multigroup  psychotherapy  is 
especially  beneficial  in  cases  of 
addiction,  as  it  impacts  the  entire 
family.  A  few  commenters  requested 
that  CMS  not  replace  the  two  existing 
group  therapy  CPT  code  90853  and  CPT 
90857  with  the  two  new  timed  G-codes 
because  they  believed  that  using  G- 
codes  may  create  programming  and 
business  operational  issues  and  may  be 
administratively  burdensome  for 
hospitals.  The  commenters  further 
believed  that  the  use  of  G-codes  is  not 
consistent  with  government  and 
industry  goals  of  data  uniformity  and 
consistency  and,  instead,  recommended 
that  GMS  submit  a  code  proposal  to  the 
AMA  modifying  the  two  existing  group 
psychotherapy  CPT  codes  90853  and 
90857  by  adding  the  timed  elements  in 
their  definitions  and  maintain  only  one 
set  of  codes  for  these  services.  Several 
commenters  also  believed  that  the  new 
G-codes’  time  estimates  are  inadequate 
and  requested  the  codes  be  extended  to 
60  to  90  minutes. 

Response:  We  appreciate  the  support 
of  the  commenters  for  removal  of  CPT 
code  90899  and,  therefore,  are  finalizing 
removal  of  this  code  from  the  PHP  code 
set  for  CY  2009.  Although  CPT  code 
90899  will  continue  to  be  a  billable 
mental  health  code,  it  will  no  longer  be 
accepted  as  a  PHP  billable  code.  We  also 
appreciate  the  commenters’  support  for 
the  use  of  CPT  code  90846  and  believe 
the  need  for  this  code  in  specific 
clinical  situations  is  valuable.  While  we 
remain  concerned  about  therapy  that 
excludes  the  patient,  we  agree  that  this 
code  does  have  a  narrow,  although 
useful,  scope.  Therefore,  CPT  code 
90846  will  remain  a  billable  PHP  code. 
However,  we  will  be  monitoring  the  use 
of  this  code  to  ensure  that  the  frequency 
of  this  code  does  not  unduly  increase. 

We  are  finalizing  the  elimination  of 
CPT  code  90849  as  proposed  because 
we  continue  to  believe  that  this  code  is 
not  consistent  with  the  intent  of  the 
statute  that  PHP  treatment  be  focused  on 
the  patient’s  condition.  We  continue  to 
believe  CPT  code  90849  focuses  the 
service  on  the  needs  of  the  family  and 
does  not  specifically  focus  therapeutic 
treatment  on  an  individual  patient. 
Therefore,  although  it  will  continue  to 
be  a  billable  mental  health  code,  we  are 
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finalizing  our  policy  that  CPT  code 
90849  will  no  longer  be  a  PHP  billable 
code. 

After  consideration  of  the  public 
comments  received  concerning  the 
creation  of  the  two  timed  group 
psychotherapy  G-codes,  we  continue  to 
believe  that  we  have  a  need  to  create 
and  maintain  G-codes  when  CPT  codes 
are  not  available  to  meet  our  needs. 
Moreover,  although  we  generally  follow 
CPT  guidelines,  there  are  cases  where 
the  CPT  .system  does  not  meet  our  payer 
needs  for  code  specificity,  payment  and 
timeliness  of  assignment,  and  thus  we 
assign  HCPCS  codes  for  those  services. 
We  acknowledge  that  there  may  be  some 
administrative  burden  for  providers  to 
bill  G-codes  rather  than  CPT  codes. 
However,  we  proposed  to  establish 
these  two  group  therapy  G-codes 
because  existing  CPT  group  therapy 
codes  do  not  capture  the  time 
component  that  the  proposed  G-codes 
do  and,  therefore,  we  continue  to 
believe  that  creation  of  G-codes  in  order 
to  capture  timed  group  psychotherapy 
visits  is  necessary.  We  continue  to 
believe  we  defined  the  G-codes 
according  to  industry  standard  for  group 
psychotherapy,  allowing  for  45  to  50 
minutes  of  therapy  with  10  to  15 
minutes  for  documentation.  Therefore, 
we  are  finalizing  the  proposed  G-codes, 
with  final  assigned  numbers  as  follows: 
G0410  (Group  psychotherapy  other  than 
of  a  multiple-family  group,  in  a  partial 
hospitalization  setting,  approximately 


45  to  50  minutes)  and  G0411 
(Interactive  group  psychotherapy,  in  a 
partial  hospitalization  setting, 
approximately  45  to  50  minutes). 

Lastly,  as  noted  above,  while  we 
removed  CPT  code  90899  from  the  PHP 
billable  code  set,  we  did  not  intend  to 
replace  it  with  HCPCS  code  G0177 
(Training  and  education  services  related 
to  the  care  and  treatment  of  patient’s 
disabling  mental  health  problems,  per 
session  (45  minutes  or  more)).  HCPCS 
code  G0177  is  currently  a  valid  HCPCS 
code  for  PHP  and  will  remain  a  valid 
HCPCS  code  for  billing  patient 
education  and  training  services  in  a  PHP 
program.  Although  HCPCS  code  G0177 
is  a  packaged  code,  it  is  the  only  valid 
HCPCS  under  PHP  to  bill  patient 
education  and  training  services.  It  was 
during  data  analysis  for  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41515) 
that  we  observed  some  providers 
incorrectly  billing  patient  and  education 
services  using  CPT  code  90899.  To 
clarify,  HCPCS  code  G0177  is  the  only 
valid  PHP  code  to  bill  patient  training 
and  education  services.  We  note  that 
HCPCS  code  G0177  may  also  be  used  in 
a  non-PHP  setting. 

In  summary,  after  consideration  of  the 
public  comments  received,  in  this  final 
rule  with  comment  period,  we  are 
modifying  the  PHP  billable  code  set  to 
remove  CPT  codes  90899,  90853,  and 
90857  for  CY  2009.  We  are  retaining 
CPT  code  90846  and  adding  two  new 
timed  G-codes:  G0410  (Group 


psychotherapy  other  than  of  a  multiple- 
family  group,  in  a  partial  hospitalization 
setting,  approximately  45  to  50  minutes) 
and  G0411  (Interactive  group 
psychotherapy  in  a  partial 
hospitalization  setting,  approximately 
45  to  50  minutes). 

The  table  of  billable  PHP  revenue  and 
HCPCS  codes  originally  published  in 
.the  April  7,  2000  OPPS  final  rule  with 
comment  period  (65  FR  18454)  was 
updated  and  published  in  Transmittal 
1487,  Change  Request  5999,  dated  April 
8,  2008,  and  is  currently  located  in  tbe 
Medicare  Claims  Processing  Manual, 
Pub.  100-04,  Chapter  4,  Section  260.1, 
which  is  available  on  the  CMS  Web  site 
at:  http://www.cms.hbs.gov/manuals/ 
downloads/ciml 04c04.pdf.  Table  38 
below  displays  the  revised  list  of 
billable  PHP  revenue  codes  and  HCPCS 
codes  shown  in  Transmittal  1487.  This 
table  also  includes  the  four  CPT  codes 
that  we  are  removing  from  the  PHP  code 
set  for  CY  2009  and  the  two  new  HCPCS 
G-codes  we  are  adding  to  the  PHP  code 
set  for  CY  2009.  The  four  CPT  codes  that 
we  are  removing  are  shown  in  the 
HCPCS  code  column  with  a  line  struck 
through  each  code.  The  two  new  HCPCS 
G-codes  that  we  are  adding  are  shown 
in  the  HCPCS  code  column,  in  the  row 
with  revenue  code  0915  (Group 
Therapy).  HCPCS  code  90846  is  shown 
as  retained  in  the  row  with  revenue 
code  0916  (Family  Psychotherapy). 


TABLE  38.-PART1AL  HOSPITALIZATION  BILLABLE  CODES 


Revenue 

Code 

Descriptor 

HCPCS  Code 

043X 

G0129 

0900 

Behavioral  Health  Treatment/Services 

90801  or  90802,  W899 

0904 

G0176 

0910 

Psychiatric  General  Services 

90801,90802,90899 

(Dates  of  Service  prior  to  October  16,  2003) 

0914 

Individual  Psychotherapy 

90816,  90817,  90818,  90819,  90821, 

90822,  90823,  90824,  90826,  90827, 

90828,  90829,  90845,  90865,  or  90880 

0915 

Group  Therapy 

90849,  90863,  Of  90867  G0410  or  G041 1 

0916 

90846  or  9O847T-0f  90949 

0918 

Psychiatric  Testing 

96101, 96102,  96103,  96116,  96118,96119, 
or  96120 

0942 

Education  Training 

G0177 

D.  Separate  Threshold  for  Outlier 
Payments  to  CMHCs 

In  the  November  7,  2003  final  rule 
with  comment  period  (68  FR  63469),  we 
indicated  that,  given  the  difference  in 
PHP  charges  between  hospitals  and 
CMHCs,  we  did  not  believe  it  was 


appropriate  to  make  outlier  payments  to 
CMHCs  using  the  outlier  percentage 
tm’get  amount  and  threshold  established 
for  hospitals.  There  was  a  significant 
difference  in  the  amount  of  outlier 
payments  made  to  hospitals  and  CMHCs 
for  PHP.  In  addition,  further  analysis 


indicated  that  using  the  same  OPPS 
outlier  threshold  for  both  hospitals  and 
CMHCs  did  not  limit  outlier  payments 
to  high  cost  cases  and  resulted  in 
excessive  outlier  payments  to  CMHCs. 
Therefore,  beginning  in  CY  2004,  we 
established  a  separate  outlier  threshold 
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for  CMHCs.  For  CYs  2004  and  2005,  we 
designated  a  portion  of  the  estimated  2.0 
percent  outlier  target  amount 
specifically  for  CMHCs,  consistent  with 
the  percentage  of  projected  payments  to 
CMHCs  under  the  OPPS  in  each  of  those 
years,  excluding  outlier  payments.  For 
CY  2006,  we  set  the  estimated  outlier 
target  at  1.0  percent  and  allocated  a 
portion  of  that  1.0  percent,  an  amount 
-equal  to  0.6  percent  (or  0.006  percent  of 
total  OPPS  payments),  to  CMHCs  for 
PHP  outliers.  For  CY  2007,  we  set  the 
estimated  outlier  target  at  1.0  percent 
and  allocated  a  portion  of  that  1.0 
percent,  an  amount  equal  to  0.15 
percent  of  outlier  payments  (or  0.0015 
percent  of  total  OPPS  payments),  to 
CMHCs  for  PHP  outliers.  For  CY  2008, 
we  set  the  estimated  outlier  target  at  1.0 
percent  and  allocated  a  portion  of  that 
1.0  percent,  an  amount  equal  to  0.02 
percent  of  outlier  payments  (or  0.0002 
percent  of  total  OPPS  payments),  to 
CMHCs  for  PHP  outliers.  The  CY  2008 
CMHC  outlier  threshold  is  met  when  the 
cost  of  furnishing  services  hy  a  CMHC 
exceeds  3.40  times  the  PHP  APC 
payment  amount.  The  CY  2008  OPPS 
outlier  payment  percentage  is  50 
percent  of  the  amount  of  costs  in  excess 
of  the  threshold. 

The  separate  outlier  threshold  for 
CMHCs  became  effective  January  1, 
2004,  and  has  resulted  in  more 
commensurate  outlier  payments.  In  CY 
2004,  the  separate  outlier  threshold  for 
CMHCs  resulted  in  $1.8  million  in 
outlier  payments  to  CMHCs.  In  CY  2005, 
the  separate  outlier  threshold  for 
CMHCs  resulted  in  $0.5  million  in 
outlier  payments  to  CMHCs.  In  contrast, 
in  CY  2003,  more  than  $30  million  was 
paid  to  CMHCs  in  outlier  payments.  We 
believe  this  difference  in  outlier 
payments  indicates  that  the  separate 
outlier  threshold  for  CMHCs  has  been 
successful  in  keeping  outlier  payments 
to  CMHCs  in  line  with  the  percentage  of 
OPPS  payments  made  to  CMHCs. 

As  noted  in  section  II.F.  of  this  final 
rule  with  comment  period,  for  CY  2009, 
we  proposed  to  continue  our  policy  of 
setting  aside  1.0  percent  of  the  aggregate 
total  payments  under  the  OPPS  for 
outlier  payments.  We  proposed  that  a 
portion  of  that  1.0  percent,  an  amount 
equal  to  0.07  percent  of  outlier 
payments*! or  0.0007  percent  of  total 
OPPS  payments),  would  be  allocated  to 
CMHCs  for  PHP  outliers.  As  discussed 
in  section  II.F.  of  this  final  rule  with 
comment  period,  we  again  proposed  to 
set  a  dollar  threshold  in  addition  to  an 
APC  multiplier  threshold  for  OPPS 
outlier  payments.  However,  because  the 
PHP  APC  is  the  only  APC  for  which 
CMHCs  may  receive  payment  under  the 
OPPS,  we  would  not  expect  to  redirect 


outlier  payments  by  imposing  a  dollar 
threshold.  Therefore,  we  did  not 
propose  to  set  a  dollar  threshold  for 
CMHC  outliers.  As  noted  in  section  II.F. 
of  this  final  rule  with  comment  period, 
we  proposed  to  set  the  outlier  threshold 
for  CMHCs  for  CY  2009  at  3.40  times  the 
APC  payment  amount  and  the  CY  2009 
outlier  payment  percentage  applicable 
to  costs  in  excess  of  the  threshold  at  50 
percent. 

Comment:  A  few  commenters 
indicated  that  they  are  in  favor  of 
eliminating  the  outlier  payments  for 
CMHCs  and  returning  the  money  in 
order  to  possibly  increase  the  base  for 
the  PHP  payments. 

Response:  We  note  that  section 
1833(t)(5)  of  the  Act  requires  an  outlier 
policy  for  covered  HOPD  services. 

Partial  hospitalization  program  services 
are  covered  HOPD  services.  Because 
CMHCs  are  a  provider  of  PHP  services, 
outlier  payments  must  be  provided  for 
them  in  accordance  with  the  statute. 
Therefore,  until  the  statute  is  changed  to 
eliminate  the  statutory  requirement  for 
outlier  payments  that  will  affect 
payment  to  CMHCs,  we  are  maintaining 
the  current  outlier  threshold  for  CMHCs. 
We  would  anticipate  that  if  the  outlier 
authority  were  removed,  all  OPPS 
providers,  not  just  CMHCs,  would  be 
affected. 

As  discussed  in  section  II.F  of  this 
final  rule  with  comment  period,  using 
more  recent  data  for  this  final  rule  with 
comment  period,  we  set  the  target  for 
hospital  outpatient  outlier  payments  at 
1.0  percent  of  total  estimated  OPPS 
payments.  We  allocated  a  portion  of  that 
1.0  percent,  and  amount  equal  to  0.12 
percent  of  outlier  payments  and  0.0012 
percent  of  total  estimated  OPPS 
payments  to  CMHCs  for  PHP  outliers. 

For  CY  2009,  as  proposed,  we  are  setting 
the  outlier  threshold  at  3.40  times  the 
APC  amount  and  CY  200.9  outlier 
percentage  applicable  to  costs  in  excess 
of  the  threshold  at  50  percent. 

After  considering  the  public  comment 
received,  and  as  noted  above,  we  are 
finalizing  our  CY  2009  proposal  to  set 
a  separate  outlier  threshold  for  CMHCs. 

XI.  Procedures  That  Will  Be  Paid  Only 
as  Inpatient  Procedures 

A.  Background 

Section  1833(t)(l)(B)(i)  of  the  Act 
gives  the  Secretary  broad  authority  to 
determine  the  services  to  be  covered 
and  paid  for  under  the  OPPS.  Before 
implementation  of  the  OPPS  in  August 
2000,  Medicare  paid  reasonable  costs  for 
services  provided  in  the  HOPD.  The 
claims  submitted  were  subject  to 
medical  review  by  the  fiscal 
intermediaries  to  determine  the 


appropriateness  of  providing  certain 
services  in  the  outpatient  setting.  We 
did  not  specify  in  regulations  those 
services  that  were  appropriate  to 
provide  only  in  the  inpatient  setting  and 
that,  therefore,  should  be  payable  only 
when  provided  in  that  setting. 

In  the  April  7,  2000  final  rule  with 
comment  period  (65  FR  18455),  we 
identified  procedures  that  are  typically 
provided  only  in  an  inpatient  setting 
and,  therefore,  would  not  be  paid  by 
Medicare  under  the  OPPS.  These 
procedures  comprise  what  is  referred  to 
as  the  “inpatient  list.”  The  inpatient  list 
specifies  those  services  that  are  only 
paid  when  provided  in  an  inpatient 
setting  because  of  the  nature  of  the 
procedure,  the  underlying  physical 
condition  of  the  patient,  or  the  need  for 
at  least  24  hours  of  postoperative 
recovery  time  or  monitoring  before  the 
patient  can  be  safely  discharged.  As  we 
discussed  in  that  rule  and  in  the 
November  30,  2001  final  rule  (66  FR 
59856),  we  may  use  any  of  the  following 
criteria  when  reviewing  procedures  to 
determine  whether  or  not  they  should 
be  moved  from  the  inpatient  list  and 
assigned  to  an  APC  group  for  payment 
under  the  OPPS: 

•  Most  outpatient  departments  are 
equipped  to  provide  the  services  to  the 
Medicare  population. 

•  The  simplest  procedure  described 
by  the  code  may  be  performed  in  most 
outpatient  departments. 

■  •  The  procedure  is  related  to  codes 
that  we  have  already  removed  from  the 
inpatient  list. 

In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66741),  we 
added  the  following  criteria  for  use  in 
reviewing  procedures  to  determine 
whether  they  should  be  removed  from 
the  inpatient  list  and  assigned  to  an 
APC  group  for  pavment  under  the 
OPPS: 

•  We  have  determined  that  the 
procedure  is  being  performed  in 
numerous  hospitals  on  an  outpatient 
basis;  or 

•  We  have  determined  that  the 
procedure  can  be  appropriately  and 
safely  performed  in  an  ASC,  and  is  on 
the  list  of  approved  ASC  procedures  or 
has  been  proposed  by  us  for  addition  to 
the  ASC  list. 

We  believe  that  these  additional 
criteria  help  us  to  identify  procedures 
that  are  appropriate  for  removal  from 
the  inpatient  list. 

The  list  of  codes  that  we  proposed  to 
be  paid  by  Medicare  in  CY  2009  only  as 
inpatient  procedures  were  included  as 
Addendum  E  to  the  CY  2009  OPPS/ASC 
proposed  rule. 
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B.  Changes  to  the  Inpatient  List 

For  the  CY  2009  OPPS,  we  used  the 
same  methodology  as  described  in  th'e 
November  15,  2004  final  rule  with 
comment  period  (69  FR  65835)  to 
identify  a  subset  of  procedures  currently 
on  the  inpatient  list  that  are  being 
performed  a  significant  amount  of  the 
time  on  an  outpatient  basis.  These 
procedures  were  then  clinically 
reviewed  for  possible  removal  from  the 
inpatient  list.  As  discussed  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41517),  we  solicited  the  APC  Panel’s 
input  at  its  March  2008  meeting  on  the 
appropriateness  of  removing  the 
following  six  CPT  codes  from  the  CY 
2009  OPPS  inpatient  list:  21172 
(Reconstruction  superior-lateral  orbital 
rim  and  lower  forehead,  advancement  or 
alteration,  with  or  without  grafts 
(includes  obtaining  autografts));  21386 
(Open  treatment  of  orbital  floor  blowout 
fracture;  periorbital  approach);  21387 
(Open  treatment  of  orbital  floor  blowout 
fracture;  combined  approach);  27479 
(Arrest,  epiphyseal,  any  method  (eg, 
epiphysiodesis);  combined  distal  femur, 
proximal  tibia  and  fibula);  54535 
(Orchiectomy,  radical,  for  tumor;  with 
abdominal  exploration);  and  61850 
(Twist  drill  or  burr  hole(s)  for 
implantation  of  neurostimulator 
electrodes,  cortical). 

In  addition  to  presenting  to  the  APC 
Panel  the  six  candidate  procedures  that 
we  believed  could  be  appropriate  for 
removal  from  the  inpatient  list  for  CY 
2009,  we  also  presented  utilization  data 
for  two  procedures,  specifically  CPT 
code  64818  (Sympathectomy,  lumbar) 
and  CPT  code  20660  (Application  of 
cranial  tongs  caliper,  or  stereotactic 
frame,  including  removal  (separate 
procedure))  that  were  discussed  as 
possible  procedures  for  removal  from 
the  inpatient  list  during  the  March  2007 
APC  Panel  meeting.  At  that  meeting,  the 
APC  Panel  recommended  that  we  obtain 
additional  utilization  data  for  these  two 
procedures  for  its  consideration  at  the 
winter  2009  meeting. 

Following  discussion  at  the  March 
2008  APC  Panel  meeting,  the  APC  Panel 
recommended  that  CMS  remove  from 
the  inpatient  list  four  of  the  six 
procedures  (presented  as  candidates  for 
removal  from  the  list),  specifically  CPT 
codes  21172,  21386,  21387,  and  27479, 
and  one  of  the  two  codes  for  which 
additional  utilization  data  had  been 
presented,  specifically  CPT  code  20660. 
The  APC  Panel  also  recommended  that 
CMS  seek  input  from  relevant  physician 
specialty  groups  on  the  removal  of  two 
of  the  six  procedures  (presented  to  them 
as  possible  candidates  for  removal  from 
the  inpatient  list),  CPT  codes  54535  and 


61850.  The  APC  Panel  made  no 
recommendation  regarding  removal  of 
CPT  code  64818  from  the  inpatient  list 
after  review  of  the  additional  data 
presented.  For  CY  2009,  we  proposed  to 
remove  all  of  the  codes  except  for  CPT 
code  64818  from  the  inpatient  list  that 
were  presented  to  the  APC  Panel  as 
candidates  for  removal  during  its  March 
2008  meeting  and,  as  recommended  by 
the  APC  Panel,  specifically  solicited 
public  comment  on  the  proposed 
removal  of  CPT  codes  54535  and  61850 
from  the  inpatient  list. 

In  addition  to  the  procedures 
discussed  at  the  APC  Panel’s  March 
2008  meeting,  we  also  reviewed  and 
proposed  to  remove  three  procedures 
from  the  inpatient  list  that  commenters 
on  the  CY  2008  OPPS/ASC  proposed 
rule  had  requested  to  be  removed.  As 
indicated  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41517),  we  believe 
that  these  procedures  are  appropriate  for 
removal  from  the  inpatient  list  and 
specifically  solicited  public  comment 
on  our  proposal  to  remove  the  following 
three  procedures:  CPT  codes  27886 
(Amputation,  leg,  through  tibia  and 
fibula;  reamputation);  43420  (Closure  of 
esophagostomy  or  fistula;  cervical 
approach);  and  50727  (Revision  of 
urinary-cutaneous  anastomosis  (any 
type  urostomy)). 

Furthermore,  during  the  APC  Panel’s 
March  2008  meeting,  a  meeting  attendee 
requested  removal  of  several  CPT  codes 
from  the  inpatient  list.  The  attendee’s 
verbal  request  was  followed  by  written 
correspondence  in  which  the 
stakeholder  requested  that  we  remove 
five  additional  procedures  from  the 
inpatient  list  for  CY  2009.  These 
procedures  were:  CPT  code  50580 
(Renal  endoscopy  through  nephrotomy 
or  pyelotomy,  with  or  without 
irrigation,  instillation,  or 
ureteropyelography,  exclusive  of 
radiologic  service;  with  removal  of 
foreign  body  or  calculus);  CPT  code 
51845  (Abdomino-vaginal  vesical  neck 
suspension,  with  or  without  endoscopic 
control  (e.g.,  Stamey,  Raz,  modified 
Pereyra);  CPT  code  51860 
(Cystorrhaphy,  suture  of  bladder 
wound,  injury  or  rupture;  simple);  CPT 
code  54332  (One  stage  proximal  penile 
or  penoscrotal  hypospadias  repair 
requiring  extensive  dissection  to  correct 
chordee  and  urethroplasty  by  use  of 
skin  graft  tube  and/or  island  flap);  and 
CPT  code  54336  (One  stage  perineal 
hypospadias  repair  requiring  extensive 
dissection  to  correct  chordee  and 
urethroplasty  by  use  of  skin  graft  tube 
and/or  island  flap).  Based  on  our 
utilization  data  and  clinical  review,  we 
proposed  to  remove  one  of  these 
procedures  from  the  inpatient  list. 


specifically  CPT  code  54332,  and  noted 
that  effective  January  1,  2008,  CPT  code 
50580  was  removed  from  the  inpatient 
list  and  assigned  to  APC  0161. 

At  its  August  2008  meeting,  the  APC 
Panel  recommended  that  we  remove 
three  of  the  procedures  that  were 
proposed  for  removal  from  the  inpatient 
list,  CPT  codes  50727,  54332,  and 
54535,  and  three  additional  procedures 
that  were  discussed  at  the  meeting  in  a 
public  presentation.  The  three 
additional  procedures  were  CPT  codes 
51845,  51860,  and  54336,  codes  that 
were  first  brought  to  our  attention  after 
the  March  2008  APC  Panel  meeting  in 
the  stakeholder  letter  discussed  earlier 
in  this  section. 

Consistent  with  our  established  policy 
for  removing  procedures  from  the 
inpatient  list,  we  rely  on 
recommendations  from  the  public  and 
the  APC  Panel,  combined  with  our 
utilization  data  and  review  by  CMS 
medical  advisors,  to  determine  which 
procedures  are  candidates  for  removal. 
We  believe  that  our  policy  of  proposing 
the  procedures  for  removal  and 
soliciting  comments  from  the  public, 
which  includes  physician  specialty 
societies,  is  the  most  appropriate 
process  to  receive  input  from  the  public 
on  this  issue.  Rather  than  solicit 
approval  from  a  select  group  (for 
example,  specific  physician  specialty 
societies),  we  believe  that  solicitation  of 
comments  from  all  interested  parties  is 
more  consistent  with  meeting  our 
obligation  to  the  public  regarding 
outpatient  services  provided  by 
hospitals.  Therefore,  as  noted  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41517),  we  accepted  both 
recommendations  of  the  APC  Panel 
from  its  March  2008  meeting  regarding 
the  inpatient  list  and  (1)  proposed  to 
remove  the  five  specific  procedures  the 
APC  Panel  recommended  for  removal 
(CPT  codes  21172, 21386,  21387,  27479, 
and  20660)  and  (2)  sought  input  from 
relevant  professional  societies  regarding 
our  CY  2009  proposal  to  remove  from 
the  inpatient  list  CPT  codes  54535  and 
61850. 

Comment:  One  commenter  expressed 
concerns  about  the  proposed  removal  of 
CPT  codes  27886  and  54535  from  the 
inpatient  list.  The  commenter  stated 
that  there  is  uncertainty  about  whether 
these  procedures  can  be  safely 
performed  in  an  outpatient  setting  and 
asked  that  CMS  reconsider  the  proposed 
removal  of  these  two  procedures. 
Another  commenter  supported  the 
proposed  removal  of  C^  code  54535 
from  the  inpatient  list. 

A  few  commenters  recommended  that 
CMS  not  remove  CPT  code  61850  from 
the  inpatient  list.  One  of  the 
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commenters  reported  that  the  procedure 
requires  careful  observation  for 
hemorrhaging,  and  expressed  the 
opinion  that  the  procedure  should  be 
performed  only  on  an  inpatient  basis. 

Response:  Because  of  the  concerns 
raised  by  the  commenters,  we 
reevaluated  CPT  codes  27886,  54535, 
and  61850  in  light  of  the  commenters’ 
recommendations  combined  with  our 
review  of  updated  utilization  data  and 
the  clinical  judgment  of  our  medical 
advisors.  For  CPT  codes  27886  and 
61850,  the  updated  physician  billing 
data  for  all  sites  of  service  indicate  that 
the  inpatient  utilization  for  these  two 
CPT  codes  is  higher  than  their 
outpatient  utilization.  In  addition,  as 
noted  earlier,  a  commenter  has 
indicated  that  there  is  some  degree  of 
uncertainty  as  to  whether  CPT  code 
27886  can  be  performed  safely  in  an 
outpatient  setting.  With  regard  to  CPT 
code  61850,  the  commenters  contended 
that  this  procedure  cannot  be  performed 
safely  on  an  outpatient  basis.  As  stated 
earlier,  one  of  the  commenters  indicated 
that  there  is  a  risk  of  hemorrhaging 
associated  with  this  procedure. 
Therefore,  based  on  our  reevaluation  of 
CPT  codes  27886  and  61850,  we  agree 
with  the  commenters  and  are  not 
finalizing  our  proposal  to  remove  these 
two  procedures  from  the  inpatient  list 
for  CY  2009. 

In  reevaluating  CPT  code  54535  for 
removal  from  the  inpatient  list,  we  took 
several  additional  factors  into 
consideration.  First,  according  to  our 
updated  physician  billing  utilization 
data,  the  outpatient  utilization  for  this 
procedure  is  somewhat  higher  than  the 
inpatient  utilization.  Second,  when  we 
presented  this  procedure  to  the  APC 
Panel  as  a  possible  candidate  for 
removal  from  the  inpatient  list  at  its 
March  2008  meeting  and  again  at  its 
August  2008  meeting,  the  APC  Panel 
first  requested  that  we  seek  stakeholder 
input  on  removing  CPT  code  54535 
from  the  inpatient  list  at  its  March 
meeting  and  then  provided  a  specific 
recommendation  at  its  August  meeting 
to  remove  CPT  code  54535  from  the 
inpatient  list  for  CY  2009.  Finally,  we 
note  that  commenters  were  split  in  their 
opinion  to  remove  CPT  code  54535  from 
the  inpatient  list,  with  one  commenter 
concerned  about  the  safety  of 
performing  this  procedure  in  the 
outpatient  setting  while  the  other 
commenter  supported  its  removal  from 
the  inpatient  list.  Based  on  our 
reevaluation  of  CPT  code  54535,  we 
continue  to  believe  that  this  procedure 
can  be  safely  performed  ih  the 
outpatient  setting  and  we  are  removing 
it  from  the  inpatient  list  for  CY  2009. 


Comment:  One  commenter  supported 
CMS’  proposal  to  remove  CPT  codes 
21386  and  21387  from  the  inpatient  list 
and  requested  that  CMS  also  remove 
CPT  code  21385  (Open  treatment  of 
orbital  floor  blowout  fracture; 
transantral  approach  (Caldwell-Luc 
operation))  from  the  inpatient  list.  The 
commenter  pointed  out  that  it  was 
questionable  why  CMS  would  propose 
to  remove  CPT  codes  21386  and  21387 
from  the  inpatient  list,  but  not  also 
remove  CPT  code  21385  from  the 
inpatient  list  for  CY  2009. 

Response:  We  appreciate  the 
commenter’s  support  for  our  proposal  to 
remove  CPT  codes  21386  and  21387 
from  the  CY  2009  inpatient  list.  We  are 
removing  these  two  procedures  from  the 
CY  2009  inpatient  list  as  proposed. 

With  regard  to  CPT  code  21385,  that 
procedure  is  not  currently  on  the 
inpatient  list.  For  CY  2008,  CPT  code 

21385  is  assigned  to  APC  0256  (Level  V 
ENT  Procedures).  For  CY  2009,  CPT 
code  21385  is  retained  in  APC  0256, 
which  we  have  retitled  (Level  VI  ENT 
Procedures),  and  to  which  CPT  codes 

21386  and  21387  are  assigned. 

Comment:  One  commenter  requested 

that  CMS  remove  CPT  code  0184T 
(Excision  of  rectal  tumor,  transanal 
endoscopic  microsurgical  approach  (i.e., 
TEMS))  from  the  inpatient  list.  The 
commenter  stated  that  the  procedure  is 
minimally  invasive  and  is  comparable 
to  CPT  code  45170  (Excision  of  rectal 
tumor,  transanal  approach),  which  is 
not  on  the  inpatient  list. 

Response:  We  consulted  with  our 
medical  advisors  in  reevaluating  CPT 
code  0184T  for  removal  from  the 
inpatient  list.  We  note  that  this  CPT 
code  was  implemented  on  January  1, 

2008,  and  was  approved  by  the  CPT 
Editorial  Panel  in  the  prior  year.  When 
the  service  was  reviewed  by  the  CPT 
Editorial  Panel  based  on  a  request  for  a 
new  CPT  code,  the  procedure  was 
described  as  requiring  a  full  thickness 
excision  of  the  rectal  wall,  with  a 
typical  site  of  service  in  the  inpatient 
setting  and  not  the  HOPD.  We  have  no 
utilization  data  for  this  procedure  but, 
based  on  the  clinical  judgment  of  our 
medical  advisors  and  the  recent 
deliberations  in  establishing  this  new 
CPT  code,  we  believe  that  this 
procedure  should  remain  on  the 
inpatient  list. 

Comment:  One  commenter  supported 
CMS’  proposal  to  remove  CPT  codes 
54332  and  50727  from  the  inpatient  list 
and  further  recommended  that  CMS  also 
remove  CPT  codes  51845,  51860,  and 
54336  from  the  inpatient  list  for  CY 

2009. 

Response:  We  appreciate  the 
commenter’s  support.  After  reevaluating 


these  five  CPT  codes  for  payment  under 
the  OPPS  in  CY  2009,  we  continue  to 
agree  that  CPT  codes  54332  and  50727 
can  be  appropriately  performed  in  the 
HOPD,  consistent  with  our  proposal  and 
the  APC  Panel’s  August  2008 
recommendation  in  support  of  their 
removal  from  the  inpatient  list,  and  that 
CPT  codes  51845,  51860,  and  54336,  as 
recommended  by  the  APC  Panel  in 
August  2008,  can  be  safely  performed 
on  Medicare  beneficiaries  in  the 
outpatient  setting.  Therefore,  for  CY 
2009,  we  are  removing  all  five  of  these 
CPT  codes  from  the  inpatient  list. 

Comment:  Many  commenters 
suggested  that  CMS  eliminate  the 
inpatient  list  and  gave  several  reasons 
why  it  should  be  eliminated.  They 
stated  that  there  was  inconsistency 
between  the  Medicare  payment  policies 
for  hospitals  and  physicians  related  to 
performance  of  inpatient  procedures  in 
the  HOPD  that  allows  physicians  to 
receive  full  payment  for  inpatient 
procedures  that  are  performed  on 
beneficiaries  who  are  not  inpatients  but 
denies  hospitals  payment  for  those  same 
procedures.  They  noted  that  under, 
current  payment  policy,  physicians 
have  little  incentive  to  avoid  providing 
inpatient  procedures  to  beneficiaries 
who  are  outpatients.  The  commenters 
argued  that  there  are  a  variety  of 
circumstances  that  result  in  procedures 
on  the  inpatient  list  being  performed 
without  an  inpatient  admission.  For 
example,  they  explained  that  sometimes 
during  the  intraoperative  period,  due  to 
clinical  circumstances,  the  surgeon 
performs  a  procedure  that  is  on  the 
inpatient  list  rather  than  the  procedure 
that  was  planned.  Further,  they  asserted 
that  because  the  inpatient  list  changes 
every  year,  physicians  may  not  always 
be  aware  that  a  particular  procedure  is 
on  the  inpatient  list.  Finally,  some 
commenters  contended  that  the  decision 
about  whether  the  beneficiary  should  be 
an  inpatient  for  surgery  should  be  left  to 
the  surgeon  and  should  not  be  regulated 
by  CMS.  They  pointed  out  the  many 
safety  provisions  that  are  met  by 
hospitals  participating  in  the  Medicare 
program  as  evidence  that  hospitals 
would  provide  care  safely  and 
appropriately. 

Response:  We  appreciate  the 
comments  and  understand  the 
commenters’  reasons  for  advocating  the  , 
elimination  of  the  inpatient  list. 

However,  we  continue  to  believe  that 
the  inpatient  list  serves  an  important 
purpose  in  identifying  procedures  that 
cannot  be  safely  and  effectively 
provided  to  Medicare  beneficiaries  in 
the  HOPD.  We  are  concerned  that 
elimination  of  the  inpatient  list  could 
result  in  unsafe  or  uncomfortable  care 
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for  Medicare  beneficiaries.  Therefore, 
we  are  not  discontinuing  our  use  of  the 
inpatient  list  at  this  time. 

In  addition  to  the  above  concerns 
about  differences  in  physician  and 
hospital  outpatient  payment  policy, 
hospitals  have  expressed-ongoing 
concerns  related  to  inpatient  procedures 
being  performed  inappropriately  for 
beneficiaries  who  are  not  inpatients  and 
that,  as  a  result,  beneficiaries  may  be 
liable  for  the  charges  for  the  services. 

We  believe  that  it  is  the  responsibility 
of  physicians  and  hospitals  to  know 
which  procedures  are  on  the  inpatient 
list. 

We  also  are  concerned  about  the 
potential  results  of  eliminating  the 
inpatient  list  on  beneficiary  liability. 

For  instance,  we  are  concerned  that, 
writhout  the  inpatient  list,  beneficiaries 
could  experience  longer  stays  in 
observation  units  after  some  procedures. 
The  APC  Panel  has  discussed  its 
concern  with  extended  time  in 
observation  units,  frequently  exceeding 
24  hours.  We  know  that  it  is  not 
unusual  in  such  cases  for  the  . 
beneficiary  to  be  unaware  of  his  or  her 
outpatient  status,  which  typically  means 
he  or  she  incurs  higher  out-of-pocket 
costs.  Moreover,  the  financial  liability 
for  OPPS  copayments  for  complex 
surgical  procedures  and  long  periods  in 
the  HOPD  differs  significantly  from  a 
beneficiary’s  inpatient  cost-sharing 
responsibilities. 

Comment:  In  addition  to  requesting 
elimmation  of  the  inpatient  list,  a  few 
commenters  suggested  that  if  CMS 
chooses  to  maintain  the  list  that  CMS 
should  establish  an  appeal  process  to 
address  those  circumstances  in  which 
OPPS  payment  for  a  service  provided  on 
an  outpatient  basis  is  denied  because  it 
is  on  the  inpatient  list.  The  commenters 
believed  that  if  CMS  maintains  the 
inpatient  list  that  there  should  be  a 
mechanism  by  which  payment  could 
still  be  made  in  some  cases.  For 
instance,  commenters  suggested  an 
appeal  process  that  would  allow 
hospitals  to  submit  information  to 
explain  the  unusual  circumstances  that 
necessitated  performance  of  an  inpatient 
procedure  for  a  beneficiary  who  is  an 
outpatient. 


Response:  We  appreciate  the 
commenters’  suggestions.  We  intend  to 
continue  to  encourage  physicians’ 
awareness  of  the  implications  for 
beneficiaries  and  hospitals  of 
performing  the  inpatient  list  procedures 
on  beneficiaries  who  are  not  inpatients. 
We  do  not  plan  to  adopt  a  specific 
appeals  process  for  claims  related  to 
inpatient  list  procedures  performed  in 
the  HOPD  at  this  time.  The  existing 
established  processes  for  a  beneficiary 
or  provider  to  appeal  a  specific  claim 
remain  in  effect. 

Comment:  One  commenter  suggested 
that  CMS  implement  a  method  by  which 
the  ancillary  services  related  to 
unscheduled  inpatient  procedures 
performed  on  an  outpatient  basis  could 
be  recognized  for  payment.  The 
commenter  asserted  that  due  to  hospital 
billing  practices,  hospital  coding  staff 
do  not  know  until  well  after  the  surgery 
is  complete  that  an  unscheduled 
inpatient  procedure  was  performed  on 
an  outpatient  who  was  not  admitted  as 
an  inpatient.  The  commenter  requested 
that  CMS  create  a  modifier  that 
hospitals  could  append  to  the  HCPCS 
codes  for  unscheduled  inpatient 
procedures  that  would  enable  CMS  to 
recognize  and  pay  for  the  ancillary 
services  associated  with  them, 
comparable  to  the  -CA  modifier  that 
addresses  situations  where  a  procedure 
on  the  OPPS  inpatient  list  must  be 
performed  to  resuscitate  or  stabilize  a 
patient  (whose  status  is  that  of  an 
outpatient)  with  an  emergent,  life- 
threatening  condition,  and  the  patient 
dies  before  being  admitted  as  an 
inpatient. 

Response:  We  thank  the  commenter 
for  the  suggestion  but  do  not  believe 
there  is  a  need  for  a  specific  modifier  to 
identify  unscheduled  outpatient 
performance  of  inpatient  procedures  on 
Medicare  beneficiaries.  We  continue  to 
believe  that  the  inpatient  list  procedures 
are  not  appropriate  for  performance  in 
the  HOPD,  and  therefore,  we  expect  that 
when  such  a  procedure  is  performed  on 
a  Medicare  beneficiary,  the  patient 
would  be  admitted  as  an  inpatient.  We 
established  payment  for  ancillary 
services  reported  in  association  with  an 
inpatient  procedure  to  which  the  -CA 


modifier  is  appended  in  order  to 
provide  payment  to  hospitals  for 
services  provided  in  those  rare  cases 
when  the  patient  dies  before  being 
admitted  as  an  inpatient.  In  these 
situations,  hospitals  are  absolutely 
unable  to  admit  these  patients.  In  the 
circumstances  described  by  the 
commenter  concerning  unscheduled 
inpatient  procedures  in  the  HOPD,  we 
do  not  believe  it  would  be  appropriate 
to  make  payment  under  the  OPPS  for 
ancillary  services  that  are  provided  in 
association  with  a  procedure  that  we 
have  designated  as  only  safe  for 
performance  on  inpatients,  and  we  see 
no  insurmountable  hospital  barriers  to 
admitting  those  patients  as  inpatients  of 
the  hospital.  We  understand  hospitals’ 
dilemma  when  the  decision  is  made 
intraoperatively  to  perform  an 
unscheduled  procedure.  However,  we 
continue  to  believe  that  it  is  very 
important  for  hospitals  to  educate 
physicians  on  Medicare  services  paid 
under  the  OPPS  to  avoid  inadvertently 
providing  services  in  a  hospital 
outpatient  setting  that  would  be  paid 
only  during  an  inpatient  stay  because 
we  believe  that  the  HOPD  is  not  an 
appropriate  site  of  service  for  the 
procedures. 

After  consideration  of  the  public 
comments  received,  we  are  modifying 
our  CY  2009  proposal  to  remove  12  CPT 
codes  from  the  inpatient  list.  The  final 
list  of  12  procedures  that  we  are 
removing  from  the  inpatient  list  for  CY 
2009  is  displayed  in  Table  39  below. 
The  table  shows  each  CPT  code  and  the 
APC  to  which  the  procedure  is  assigned 
for  OPPS  payment  in  CY  2009.  Also,  as 
stated  earlier  in  this  section,  we  will 
present  data  regarding  CPT  codes  20660 
and  64818  to  the  APC  Panel  at  its  first 
CY  2009  meeting.  Therefore,  in  this 
final  rule  with  comment  period,  we  are 
accepting  the  APC  Panel’s  August  2008 
recommendation  to  remove  CPT  codes 
51845,  51860,  and  54336  from  the 
inpatient  list  for  CY  2009.  We  also  are 
accepting  the  APC  Panel’s  August  2008 
recommendation  which  supported  our 
proposal  to  remove  CPT  codes  50727, 
54332,  and  54535  from  the  inpatient  list 
for  CY  2009.  ' 

APC  Assignments  for  CY  2009 


Table  39— HCPCS  Codes  Removed  From  the  Inpatient  List  and  Their 


CY  2009  HCPCS  Code  i 

CY  2009  Long  descriptor 

Final  CY  2009 
APC 

Final  CY 
2009  SI 

20660  . 

Application  of  cranial  tongs  caliper,  or  stereotactic  frame,  including 

0138 

T 

i 

removal  (separate  procedure). 

21172 .  i 

Reconstruction  superior-lateral  orbital  rim  and  lower  forehead,  ad- 

0256  1 

T 

vancement  or  alteration,  with  or  without  grafts  (includes  obtaining 
autografts). 
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Table  39— HCPCS  Codes  Removed  From  the  Inpatient  List  and  Their  ARC  Assignments  for  CY  2009— 

Continued 


CY  2009  HCPCS  Code 

CY  2009  Long  descriptor 

_ 

Final  CY  2009 
APC 

_ 

Final  CY 
2009  SI 

21386  . 

Open  treatment  of  orbital  floor  blowout  fracture:  periorbital  ap- 

0256 

T 

21387  . .■ . 

proach. 

Open  treatment  of  orbital  floor  blowout  fracture;  combined  ap- 

0256 

T 

27479  . 

proach. 

Arrest,  epiphyseal,  any  method  (eg,  epiphysiodesis);  combined  dis- 

0050 

T 

43420  . 

tal  femur  proximal  tibia  and  fibula. 

Closure  of  esophagostomy  or  fistula;  cervical  approach  . 

0254 

T 

50727  . 

Revision  of  urinary-cutaneous  anastomosis  (any  type  urostomy)  . 

0165 

T 

51845  . . . :.. 

Abdomino-vaginal  vesical  neck  suspension,  with  or  without 

0202 

T 

51860  . 

endoscopic  control  (eg,  Stamey,  Raz,  modified  Pereyra). 
Cystorrhaphy,  suture  of  bladder  wound,  injury  or  rupture;  simple . 

0162 

T 

54332  . 

One  stage  proximal  penile  or  penoscrotal  hypospadias  repair  re- 

0181 

T 

54336  . ; . 

quiring  extensive  dissection  to  correct  chordee  and  urethroplasty 
by  use  of  skin  graft  tube  and/or  island  flap. 

One  stage  perineal  hypospadias  repair  requiring  extensive  dissec- 

0181 

T 

54535  . 

tion  to  correct  chordee  and  urethroplasty  by  use  of  skin  graft  tube 
and/or  island  flap. 

Orchiectomy,  radical,  for  tumor;  with  abdominal  exploration  . 

0181 

T 

XII.  OPPS  Nonrecurring  Technical  and 
Policy  Changes  and  Clarifications 

A.  Physician  Supervision  ofHOPD 
Services 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41518),  we  provided  a 
restatement  and  clarification  of  the 
requirements  for  physician  supervision 
of  diagnostic  and  therapeutic  hospital 
outpatient  services  that  were  set  forth  in 
the  April  7,  2000  OPPS  final  rule  with 
comment  period  (65  FR  18524  through 
18526). 

As  we  stated  before,  section 
1861(s)(2)(C)  of  the  Act  authorizes 
payment  for  diagnostic  services  that  are 
furnished  to  a  hospital  outpatient  for  the 
purpose  of  diagnostic  study.  We  have 
further  defined  the  requirements  for 
diagnostic  services  furnished  to  hospital 
outpatients,  including  requirements  for 
physician  supervision  of  diagnostic 
ser\dces,  in  §§410.28  and  410.32  of  our 
regulations.  Section  410.28(e)  states  that 
Medicare  Part  B  will  make  payment  for 
diagnostic  services  furnished  at 
provider-based  departments  of  hospitals 
“only  when  the  diagnostic  services  are 
furnished  under  the  appropriate  level  of 
physician  supervision  specified  by  CMS 
in  accordance  with  the  definitions  in 
§§410.32(b)(3)(i),(b)(3)(ii),and 
(b)(3)(iii).”  In  addition,  in  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18526),  we  stated  that  our 
model  for  the  requirement  was  the 
requirement  for  physician  supervision 
of  diagnostic  tests  payable  under  the 
MPFS  that  was  set  forth  in  the  CY  1998 
MPFS  final  rule  (62  FR  59048)  that  was 
published  in  the  Federal  Register  on 
October  31, 1998.  We  also  explained 
with  respect  to  the  supervision 


requirements  for  individual  diagnostic 
tests  that  we  intended  to  instruct 
hospitals  and  fiscal  intermediaries  to 
use  the  MPFS  as  a  guide  pending 
issuance  of  updated  requirements.  For 
diagnostic  services  not  listed  in  the 
MPFS,  we  stated  that  fiscal 
intermediaries,  in  consultation  with 
their  medical  directors,  would  define 
appropriate  supervision  levels  in  order 
to  determine  whether  claims  for  these 
services  are  reasonable  and  necessary. 
We  have  not  subsequently  issued  new 
requirements  for  the  physician 
supervision  of  diagnostic  tests  in 
provider-based  departments  of 
hospitals.  Instead,  we  have  continued  to 
follow  the  supervision  requirements  for 
individual  diagnostic  tests  as  listed  in 
the  Physician  Fee  Schedule  Relative 
Value  File.  The  file  is  updated  quarterly 
and  is  available  on  the  CMS  Web  site  at 
http:/ /w'W'iv. cms.hhs.gov/ 
PhysicianFeeSched/ . 

Section  1861(s)(2)(B)  of  the  Act 
authorizes  payment  for  hospital  services 
“incident  to  physicians”  services 
rendered  to  outpatients.”  We  have 
further  defined  the  requirements  for 
outpatient  hospital  therapeutic  services 
and  supplies  “incident  to”  a  physician's 
service  in  §410.27  of  our  regulations. 
More  specifically,  §  410.27(f)  states, 
“Services  furnished  at  a  department  of 
a  provider,  as  defined  in  §  413.65(a)(2) 
of  this  subchapter,  that  has  provider- 
based  status  in  relation  to  a  hospital 
under  §413.65  of  this  subchapter,  must 
be  under  the  direct  supervision  of  a 
physician.  ‘Direct  supervision’  means 
the  physician  must  be  present  and  on 
the  premises  of  the  location  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 


performance  of  the  procedure.  It  does 
not  mean  that  the  physician  must  be 
present  in  the  room  when  the  procedure 
is  performed.”  This  language  makes  no 
distinction  between  on-campus  and  off- 
campus  provider-based  departments. 

However,  in  the  preamble  of  the  April 
7,  2000  OPPS  final  rule  with  comment 
period  (68  FR  18525),  we  further 
discussed  the  requirement  for  physician 
supervision  and  the  finalization  of  the 
proposed  regulation  text.  In  that 
discussion,  we  stated  that  the  language 
of  §  410.27(f)  “applies  to  services 
furnished  at  an  entity  that  is  located  off 
the  campus  of  a  hospital  that  we 
designate  as  having  provider-based 
status  as  a  department  of  a  hospital  in 
accordance  with  §413.65.”  We  also 
stated  that,  for  services  furnished  in  a 
department  of  a  hospital  that  is  located 
on  the  campus  of  a  hospital,  “we 
assume  the  direct  supervision 
requirement  to  be  met  as  we  explain  in 
section  3112.4(a)  of  the  Intermediary 
Manual.”  We  further  stated  that  “we 
assume  the  physician  supervision 
requirement  is  met  on  hospital  premises 
because  staff  physicians  would  always 
be  nearby  within  the  hospital.” 

As  we  explained  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41519), 
we  restated  the  existing  policy  because 
we  were  concerned  that  some 
stakeholders  may  have  misunderstood 
our  use  of  the  term  “assume”  in  the 
April  7,  2000  OPPS  final  rule  with 
comment  period,  believing  that  our 
statement  meant  that  we  do  not  require 
any  supervision  in  the  hospital  or  in  an 
on-campus  provider-based  department 
for  therapeutic  OPPS  services,  or  that 
we  only  require  general  supervision  for 
those  services.  This  is  not  the  case.  It 
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has  been  our  expectation  that  hospital 
outpatient  therapeutic  services  are 
provided  under  the  direct  supervision  of 
physicians  in  the  hospital  and  in  all 
provider-based  departments  of  the 
hospital,, specifically  both  on-campus 
and  off-campus  departments  of  the 
hospital.  The  expectation  that  a 
physician  would  always  be  nearby 
predates  the  OPPS  and  is  related  to  the 
statutory  authority  for  payment  of 
hospital  outpatient  services — that 
Medicare  makes  payment  for  hospital 
outpatient  services  “incident  to”  the 
services  of  physicians  in  the  treatment 
of  patients  as  described  in  section 
1861(s)(2)(B)  of  the  Act.  Longstanding 
hospital  outpatient  policy  language 
states  that  “the  services  and  supplies 
must  be  furnished  as  an  integral  though 
incidental  part  of  the  physicians’ 
professional  services  in  the  course  of 
treatment  of  an  illness  or  injury.”  We 
refer  readers  to  §  410.27(a)  of  our 
regulations  and  to  the  Medicare  Benefit 
Policy  Manual,  Pub.  100-2,  Chapter  6, 
Section  20.5.1,  for  further  description  of 
hospital  outpatient  services  incident  to 
a  physician’s  service.  The  Medicare 
Benefit  Policy  Manual  also  states  in. 
Chapter  6,  Section  20.5.1,  that  services 
and  supplies  must  be  furnished  on  a 
physician’s  order  and  delivered  under 
physician  supervision.  However,  the 
manual  indicates  further  that  each 
occasion  of  a  service  by  a  nonphysician 
does  not  need  to  also  be  the  occasion  of 
the  actual  rendition  of  a  personal 
professional  service  by  the  physician 
responsible  for  the  care  of  the  patient. 
Nevertheless,  as  stipulated  in  that  same 
section  of  the  manual  “during  any 
course  of  treatment  rendered  by 
auxiliary  personnel,  the  physician  must 
personally  see  the  patient  periodically 
and  sufficiently  often  enough  to  assess 
the  course  of  treatment  and  the  patient’s 
progress  and,  where  necessary,  to 
change  the  treatment  regimen.” 

The  expectation  that  a  physician 
would  always  be  nearby  also  dates  back 
to  a  time  when  inpatient  hospital 
services  provided  in  a  single  hospital 
building  represented  the  majority  of  '' 
hospital  payments  by  Medicare.  Since 
that  time,  advances  in  medical 
technology,  changes  in  the  patterns  of 
health  care  delivery,  and  changes  in  the 
organizational  structure  of  hospitals 
have  led  to  the  development  of 
extensive  hospital  campuses,  sometimes 
spanning  several  city  blocks,  as  well  as 
off-campus  and  satellite  provider-based 
campuses  at  different  locatiofts.  In  the 
April  7,  2000  OPPS  final  rule  with 
comment  period  (65  FR  18525),  we 
described  the  focus  of  the  direct 
physician  supervision  requirement  on 


off-campus  provider-based  departments. 
We  will  continue  to  emphasize  the 
physician  supervision  requirement  for 
off-campus  provider-based  departments. 
However,  we  note  that  if  there  were 
problems  with  outpatient  care  in  a 
hospital  or  in  an  on-campus  provider- 
based  department  where  direct 
supervision  was  not  in  place  (that  is,  the 
expectation  of  direct  physician 
supervision  was  not  met),  we  would 
consider  that  to  be  a  quality  concern. 

We  want  to  ensure  that  OPPS  payment 
is  made  for  high  quality  hospital 
outpatient  services  provided  to 
beneficiaries  in  a  safe  and  effective 
manner  and  consistent  with  Medicare 
requirements. 

The  definition  of  direct  supervision  in 
§  410.27(f)  requires  that  the  physician 
must  be  present  and  on  the  premises  of 
the  location  and  immediately  available 
to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  In  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18525),  we  define  “on  the  premises  of 
the  location”  by  stating  “*  *  *  a 
physician  must  be  present  on  the 
premises  of  the  entity  accorded  status  as 
a  department  of  the  hospital  and 
therefore,  immediately  available  to 
furnish  assistance  and  direction  for  as 
long  as  patients  are  being  treated  at  the 
site.”  We  also  stated  that  this  does  not 
mean  that  the  physician  must  be 
physically  in  the  room  where  a 
procedure  or  service  is  furnished. 
Although  we  have  not  further  defined 
the  term  “immediately  available”  for 
tbis  specific  context,  the  lack  of  timely 
physician  response  to  a  problem  in  the 
HOPD  would  represent  a  quality 
concern  from  our  perspective  that 
hospitals  should  consider  in  structuring 
their  provision  of  services  in  ways  that 
meet  the  direct  physician  supervision 
requirement  for  HOPD  services. 

Comment:  Several  commenters 
supported  the  clarification  that  was 
provided  as  a  clear  and  warranted 
safeguard  to  individuals  being  serv'ed  in 
on-campus  an^  off-campus  departments 
of  hospitals.  One  commenter  was 
concerned  that  the  restatement  and 
clarification  of  policy  included  in  the 
proposed  rule  would  interfere  with  its 
ability  to  provide  services  in  PHP 
programs  and  rural  CMHCs  and  stated 
that  “the  current  policy  is  appropriate.” 
Another  commenter  stated  that  the 
clarification  of  policy  would  cause 
hospitals  to  incur  significant  costs  and 
would  result  in  physician  contractual 
problems  and  suggested  that  CMS 
conduct  a  study  to  better  understand 
outpatient  settings  and  the  physician 
supervision  currently  available  to  them. 


Response:  We  agree  with  many  of  the 
commenters  that  appropriate 
supervision  is  a  key  aspect  of  the 
delivery  of  safe  and  high  quality 
hospital  outpatient  services  to  Medicare 
beneficiaries.  As  for  the  concerns  of 
commenters  related  to  hospital  staffing 
and  costs,  we  note  that  the  discussion 
in  the  CY  2009  OPPS  proposed  rule  was 
not  a  proposed  change  in  policy  but  was 
an  intended  clarification  to  assist 
providers  who  may  have  misunderstood 
the  policy  in  the  past. 

Comment:  One  commenter  requested 
clarification  about  whether  a 
nonphysician  practitioner  can  provide 
supervision  of  “incident  to”  services  in 
the  hospital  outpatient  setting  when  the 
“incident  to  service”  is  within  the 
practitioner’s  scope  of  practice. 

Response:  According  to  section 
1861(r)  of  the  Act,  “(tjhe  term 
‘physician’  ”,  when  used  in  connection 
with  the  performance  of  any  function  or 
action,  means  (1)  a  doctor  of  medicine 
or  osteopathy  legally  authorized  to 
practice  medicine  and  surgery  by  the 
State  in  which  he  performs  such 
function  or  action  *  *  *:  (2)  a  doctor  of 
dental  surgery  or  of  dental  medicine 
*  *  *;  (3)  a  doctor  of  podiatric 
medicine  *  *  *;  (4)  a  doctor  of 
optometry  *  *  *;  or  (5)  a  chiropractor. 

In  addition,  the  conditions  of 
participation  for  hospitals  under 
§482.12(c)(l)(i)  through  (c)(l)(vi)  of  our 
regulations  require  that  every  Medicare 
patient  is  under  the  care  of  a  doctor  of 
medicine  or  osteopathy,  a  doctor  of 
dental  surgery  or  dental  medicine,  a 
doctor  of  podiatric  medicine,  a  doctor  of 
optometry,  a  chiropractor,  or  a  clinical 
psychologist;  each  practicing  within  the 
extent  of  the  Act,  the  Code  of  Federal 
Regulations,  and  State  law.  Further, 

§  482.12(c)(4)  of  our  regulations  requires 
that  a  doctor  of  medicine  or  osteopathy 
must  be  responsible  for  the  care  of  each 
Medicare  patient  with  respect  to  any 
medical  or  psychiatric  condition  that  is 
present  on  admission  or  develops 
during  hospitalization  and  is  not 
specifically  within  the  scope  of  practice 
of  one  of  the  other  practitioners  listed  in 
§482.12(c)(l)(ii)  through  (c)(l)(vi).  Also, 
section  1861(s)(2)(B)  of  the  Act 
authorizes  payment  for  hospital  services 
“incident  to  physicians’  ”  services 
rendered  to  outpatients.”  We  have 
further  defined  the  requirements  for 
outpatient  hospital  therapeutic  services 
and  supplies  “incident  to”  a  physician’s 
service  in  §410.27  of  our  regulations. 
Section  410.27(a)(l)(ii)  describes 
payment  for  hospital  outpatient  services 
when  they  are  “an  integral  though 
incidental  part  of  a  physician’s 
services.”  Also,  §  410.27(f)  requires  that 
hospital  outpatient  services  provided  in 
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provider-based  departments  must  be 
under  the  direct  supervision  of  a 
physician.  Direct  supervision  is  defined 
in  this  paragraph:  “Direct  supervision 
means  that  the  physician  must  be 
present  and  on  the  premises  of  the 
location  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  It  does  not  mean  that  the 
physician  must  be  present  in  the  room 
when  the  procedure  is  performed.”  The 
language  of  the  statute  and  regulations 
does  not  include  other  nonphysician 
practitioners.  Therefore,  it  would  not  be 
in  accordance  with  the  law  and 
regulations  for  a  nonphysician 
practitioner  to  he  providing  the 
physician  supervision  in  a  provider- 
hased  department,  even  if  a  nurse 
practitioner’s  or  a  physician  assistant’s 
professional  service  w'as  being  billed  as 
a  nurse  practitioner  or  a  physician 
assistant  service  and  not  a  physician 
service. 

Comment:  One  commenter  requested 
clarification  of  the  supervision  required 
for  diagnostic  services  provided  in  a 
department  of  a  hospital  that  is  located 
on  the  hospital  campus. 

Response:  As  explained  above, 

§  410.28(e)  of  our  regulations  states  that 
Medicare  Part  B  will  make  payment  for 
diagnostic  services  furnished  at 
provider-based  departments  of  hospitals 
“only  when  the  diagnostic  services  are 
furnished  under  the  appropriate  level  of 
physician  supervision  specified  by  CMS 
in  accordance  with  the  definitions  in 
§§410.32(b)(3)(i),  (b)(3)(ii),  and 
(b)(3Kiii).”  We  also  explained  that  we 
have  continued  to  follow  the 
supervision  requirements  for  individual 
diagnostic  tests  as  listed  in  the 
Physician  Fee  Schedule  Relative  Value 
File,  updated  quarterly  and  maintained 
on  the  CMS  Web  site  as  shown  above. 
For  diagnostic  services  not  listed  in  the 
MPFS,  Medicare  contractors,  in 
consultation  with  their  medical 
directors,  would  define  appropriate 
supervision  levels  in  order  to  determine 
whether  claims  for  these  services  are 
reasonable  and  necessary.  Section 
410.28(e)  does  not  distinguish  between 
on-campus  and  off-campus  provider- 
based  departments.  Therefore,  all 
provider-based  departments  providing 
diagnostic  services,  whether  on  or  off 
the  hospital’s  main  campus,  should 
follow  the  requirements  of  the  MPFS  or 
their  Medicare  contractor,  as 
appropriate,  for  individual  diagnostic 
services. 

Comment:  Several  commenters 
provided  specific  hypothetical  scenarios 
related  to  the  location  of  the  physician 
and  asked  whether  these  situations 
would  meet  the  definition  of  direct 


supervision.  One  commenter  asked  for 
further  clarification  regarding  the 
supervision  level  required  for  specific 
services. 

Response:  As  stated  above  and  in  the 
CY  2009  OPPS/ASC  proposed  rule,  we 
require  direct  supervision  for 
therapeutic  services  provided  in  the 
hospital  or  in  provider-based 
departments  of  the  hospital.  For 
diagnostic  services  furnished  in 
provider-based  departments,  the  MPFS 
level  of  supervision  is  applied  or  the 
Medicare  contractor  determines  the 
level  of  supervision  required  for 
services  not  listed  in  the  MPFS.  The 
definition  of  direct  supervision  in 
§  410.27(f)  requires  that  the  physician 
must  be  present  and  on  the  premises  of 
the  location  and  immediately  available 
to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  In  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18525),  we  further  clarified  that  “on  the 
premises  of  the  location”  means  that  the 
physician  must  be  present  on  the 
premises  of  the  entity  accorded  status  as 
a  department  of  the  hospital.  This 
means  that  the  physician  must  be 
present  in  the  provider-based 
department.  As  we  explained  in  the 
April  7,  2000  final  rule  with  comment 
period  (65  FR  18526),  the  direct 
supervision  requirement  for  provider- 
based  departments  of  hospitals  was 
taken  from  and  parallels  the  definition 
of  direct  supervision  in 
§410.32(b)(3)(ii),  which  requires  that 
the  physician  must  be  present  in  the 
office  suite. 

Comment:  A  number  of  commenters 
requested  that  CMS  change  the  level  of 
physician  supervision  listed  in  the 
MPFS  for  CPT  code  77421  (Stereoscopic 
X-Ray  guidance  for  localization  of  target 
volume  for  the  delivery  of  radiation 
therapy)  from  personal  supervision  to 
direct  supervision. 

Response:  Changes  to  supervision 
requirements  for  specific  CPT  codes 
under  the  MPFS  are  outside  of  the  scope 
of  this  CY  2009  OPPS/ASC  final  rule 
with  comment  period.  Wahave  referred 
these  comments  to  the  appropriate  CMS 
component  and  would  encourage 
individuals  to  work  with  the 
appropriate  specialty  society  to  bring 
future  requests  to  CMS’  attention. 

In  summary,  direct  physician 
supervision  is  the  standard  set  forth  in 
the  April  7,  2000  OPPS  final  rule  with 
comment  period  for  supervision  of 
hospital  outpatient  therapeutic  services 
covered  and  paid  by  Medicare  in 
hospitals  and  provider-based 
departments  of  hospitals.  While  we 
have  emphasized  and  will  continue  to 
emphasize  the  direct  supervision 


requirement  for  off-campus  provider- 
based  departments,  we  do  expect  direct 
physician 'supervision  of  all  hospital 
outpatient  therapeutic  services, 
regardless  of  their  on-campus  or  off- 
campus  location.  Appropriate 
supervision  is  a  key  aspect  of  the 
delivery  of  safe  and  high  quality 
hospital  outpatient  services  that  are 
paid  based  on  the  statutorv  authority  of 
the  OPPS. 

B.  Reporting  of  Pathology  Services  for 
Prostate  Saturation  Biopsy 

Prostate  saturation  biopsy  is  a 
technique  currently  described  by 
Category  III  CPT  code  0137T  (Biopsy, 
prostate,  needle,  saturation  sampling  for 
prostate  mapping).  Typically  this 
service  entails  obtaining  40  to  80  core 
samples  from  the  prostate  under  general 
anesthesia.  The  samples  are  reviewed  by 
a  pathologist,  and  the  pathology  service 
is  reported  with  CPT  code  88305  (Level 
IV — Surgical  pathology,  gross  and 
microscopic  examination).  Since  the 
beginning  of  the  OPPS,  Medicare  has 
paid  for  the  gross  and  microscopic 
pathology  examination  of  prostate 
biopsy  specimens  using  CPT  code 
88305.  This  CPT  code  has  been  paid 
separately  under  the  OPPS  and  assigned 
to  APC  0343  (Level  III  Pathology)  with 
status  indicator  “X”  since  August  2000. 
For  CY  2008,  CPT  code  88305  is 
assigned  to  APC  0343  with  a  payment 
rate  of  approximately  $33. 

In  view  of  the  large  nurhber  of 
samples  that  are  taken  from  a  single 
body  organ  during  prostate  saturation 
biopsy  and  that  must  undergo  gross  and 
microscopic  examination  by  a 
pathologist,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41519  through 
41520),  we  proposed  to  recognize  four 
new  more  specific  Level  II  HCPCS  G- 
codes  under  the  CY  2009  OPPS  for  these 
pathology  services,  consistent  with  the 
CY  2009  proposal  for  the  MPFS.  The 
proposed  HCPCS  codes  were:  GXXXl 
(Surgical  pathology,  gross  and 
microscopic  examination  for  prostate 
needle  saturation  biopsy  sampling,  1-20 
specimens);  GXXX2  (Surgical  pathology, 
gross  and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling  21-40  specimens);  GXXX3 
(Surgical  pathology,  gross  and 
microscopic  examination  for  prostate 
needle  saturation  biopsy  sampling,  41- 
60  specimens);  and  GXXX4  (Surgical 
pathology,  gross  and  microscopic 
examination  for  prostate  needle 
saturation  biopsy  sampling,  greater  than 
60  specimens).  We  stated  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41520),  that  we  believe  that  the 
descriptors  of  these  proposed  HCPCS  G- 
codes  more  specifically  reflect  the 
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characteristics  of  prostate  saturation 
biopsy  pathology  services  so  that 
reporting  would  result  in  more  accurate 
cost  data  for  OPPS  ratesetting  and, 
ultimately,  more  appropriate  payment. 
CPT  code  88305  would  continue  to  be 
recognized  under  the  OPPS  for  those 
surgical  pathology  services  unrelated  to 
prostate  needle  saturation  biopsy 
sampling.  Consistent  with  the  proposed 
CY  2009  APC  assignment  for  CPT  code 
88305,  we  proposed  to  assign  these  four 
new  HCPCS  G-codes  to  APC  0343  with 
a  proposed  APC  median  cost  of 
approximately  $35.  We  specifically 
solicited  public  comment  on  the 
appropriateness  of  recognizing  these 
proposed  new  HCPCS  G-codes  under 
the  OPPS  and  their  proposed  APC 
assignments  especially  with  regard  to 
the  expected  hospital  resources  required 
for  the  preparation  of  the  biopsy 
specimens  that  would  be  reported  with 
the  proposed  new  HCPCS  G-codes  and 
the  extent  to  which  those  resources 
necessary  to  provide  a  single  unit  of 
each  proposed  new  HCPCS  G-code 
would  differ  from  the  resources  required 
to  provide  a  single  unit  of  CPT  code 
88305  for  a  conventional  prostate  needle 
biopsy  specimen. 

Comment:  One  commenter  opposed 
the  proposal  to  utilize  HCPCS  G-codes 
to  report  pathology  services  for  prostate 
saturation  biopsy  and  requested  that 
CMS  seek  CPT  codes  for  these  services 
in  order  to  avoid  coding  confusion  and 
the  administrative  burden  of  having  two 
code  sets  for  the  same  service.  Another 
commenter  supported  the  creation  of 
HCPCS  G-codes  for  services  involving 
the  examination  of  more  than  21  core 
samples,  but  stated  that  a  HCPCS  G- 
code  for  20  or  fewer  samples  would  be 
unnecessary  and  confusing  because  it 
would  be  highly  unlikely  that  a 
saturation  biopsy  would  be  performed 
to  obtain  less  than  20  specimens.  This 
latter  commenter  stated  that  a 
pathologist  would  not  know  whether 
core  samples  came  from  a  sextant 
biopsy  versus  a  saturation  biopsy  and, 
therefore,  would  not  know  whether  to 
report  the  proposed  HCPCS  code 
GXXXl  or  CPT  code  88305.  The 
commenter  recommended  that  CPT 
code  88305  be  used  for  saturation 
biopsy  to  report  the  examination  of  up 
to  20  core  samples  and  the  following 
HCPCS  G-codes  be  used  to  report  the 
examination  of  more  than  20  core 
samples:  GXXXl  (21—40  specimens); 
GXXX2  (41-60  specimens);  and  GXXX3 
(greater  than  60  specimens).  The 
commenter  also  opposed  the  proposed 
assignment  of  all  of  the  HCPCS  G-codes 
to  APC  0343  because  the  commenter 
was  unclear  as  to  how  the  proposed 


payment  rate  of  $35  was  calculated.  The 
commenter  also  believed  that  CMS  did 
not  provide  information  about  whether 
there  would  be  increased  payment  for 
each  successive  level  of  specimen 
samples. 

Response:  We  continue  to  believe 
that  it  is  important  to  pay  more 
appropriately  for  the  pathology  services 
associated  with  examination  of  core 
samples  obtained  during  prostate 
saturation  biopsy.  No  new  CPT  codes 
are  being  implemented  to  describe  these 
services  for  CY  2009.  Therefore,  we 
believe  that  the  creation  of  Level  II 
HPCPCS  codes,  as  we  proposed,  is 
essential  to  providing  more  appropriate 
payment  for  the  services  in  the  short 
term  and  to  collecting  claims  data  that 
reflect  hospitals’  costs  for  the  services 
for  future  OPPS  ratesetting.  In  contrast 
to  the  perspective  of  one  commenter,  we 
believe  that,  in  uncommon  cases, 
prostate  saturation  biopsy  may  result  in 
20  or  fewer  core  samples  for 
examination  and  that,  in  such  cases,  we 
would  expect  the  hospital  resources  to 
differ  from  the  hospital  resources 
required  to  provide  CPT  code  88305. 
Therefore,  we  are  finalizing  the  creation 
of  the  proposed  four  new  more  specific 
Level  II  HCPCS  G-codes  under  the  OPPS 
for  these  pathology  services,  consistent 
with  the  CY  2009  final  payment  policy 
for  the  MPFS.  As  stated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41519 
through  41520),  we  believe  the 
proposed  descriptors  of  these  HCPCS  G- 
codes  more  specifically  reflect  the 
characteristics  of  prostate  saturation 
biopsy  pathology  services  so  that 
reporting  will  result  in  more  accurate 
cost  data  for  OPPS  ratesetting  and, 
ultimately,  more  appropriate  payment. 

In  considering  the  commenter’s 
concerns  related  to  the  proposed  APC 
assignments  for  the  HCPCS  G-codes,  we 
took  into  account  the  characteristics  of 
the  prostate  saturation  biopsy  pathology 
services,  including  typical  cases  and 
typical  complexity  of  the  pathology 
review,  and  we  examined  the  OPPS 
claims  data  available  for  CPT  code 
88305  and  related  surgical  pathology 
services.  Furthermore,  we  explicitly 
assessed  the  expected  incremental 
hospital  resource  costs  associated  with 
examination  of  an  increasing  number  of 
core  samples.  Based  on  these  analyses 
and  review  of  the  public  comments,  we 
concluded  that  all  four  HCPCS  G-codes 
are  more  appropriately  assigned  to  New 
Technology  APCs  under  the  OPPS 
because  there  are  no  established  clinical 
APCs  that  we  believe  are  appropriate 
based  on  consideration  of  the  clinical 
characteristics  and  expected  hospital 
resources  costs  of  the  services  described 
by  the  HCPCS  G-codes.  As  discussed 


further  in  section  III.C.  of  this  final  rule 
with  comment  period,  we  maintain  new 
services  in  New  Technology  APCs  until 
we  have  sufficient  data  to  reassign  them 
to  appropriate  clinical  APCs. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  to  recognize  four 
new  HCPCS  G-codes  for  pathology 
services  associated  with  prostate 
saturation  biopsy,  specifically  HCPCS 
codes  G0416  (Surgical  pathology,  gross 
and  microscopic  examination  for 
prostate  needle  saturation  biopsy 
sampling,  1-20  specimens);  G0417 
(Surgical  pathology,  gross  and 
microscopic  examination  for  prostate 
needle  saturation  biopsy  sampling  21- 
40  specimens);  G0418  (Surgical 
pathology,  gross  and  microscopic 
examination  for  prostate  needle 
saturation  biopsy  sampling,  41-60 
specimens);  and  G0419  (Surgical 
pathology,  gross  and  microscopic 
examination  for  prostate  needle 
saturation  biopsy  sampling,  greater  than 
60  specimens).  CPT  code  88305  will 
continue  to  be  recognized  under  the 
OPPS  for  those  surgical  pathology 
services  unrelated  to  prostate  saturation 
biopsy.  CPT  code  88305  will  also 
continue  to  be  assigned  to  APC  0343, 
with  a  final  CY  2009  median  cost  of 
approximately  $34. 

We  are  not  adopting  our  proposal  to 
assign  these  four  HCPCS  G-codes  to 
APC  0343.  Instead,  in  this  final  rule 
with  comment  period,  we  are  assigning 
these  HCPCS  G-codes  to  four  different 
New  Technology  APCs  for  CY  2009.  For 
the  CY  2009  OPPS,  HCPCS  code  G0416 
is  assigned  to  APC  1505  (New 
Technology — Level  V  ($300-400)),  with 
a  CY  2009  final  payment  rate  of 
approximately  $350;  HCPCS  code 
G0417  is  assigned  to  APC  1507  (New 
Technology — Level  VII  ($500-600)), 
with  a  CY  2009  final  payment  rate  of 
approximately  $550;  HCPCS  code 
G0418  is  assigned  to  APC  1511  (New 
Technology — Level  XI  ($900-1000)), 
with  a  CY  2009  final  payment  rate  of 
approximately  $950;  and  HCPCS  code 
G0419  is  assigned  to  APC  1513  (New 
Technology — Level  XIII  ($1,100-1,200)), 
with  a  CY  2009  final  payment  rate  of 
approximately  $1,150.  Payment  for 
these  services  is  made  at  the  midpoint 
of  each  New  Technology  APC  cost  band. 
Furthermore,  each  of  these  New 
Technology  APCs  has  a  status  indicator 
of  “S,”  indicating  that  there  is  no 
discount  when  multiple  significant 
procedures  are  provided  on  the  same 
day  to  a  single  Medicare  beneficiary. 
Because  the  four  HCPCS  G-codes  are 
new  for  CY  2009,  we  are  assigning 
comment  indicator  “NI”  in  Addendum 
B  to  this  final  rule  with  comment 
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period,  indicating  that  their  CY  2009 
interim  OPPS  treatment  is  open  to 
public  comment  in  this  final  rule  with 
comment  period. 

C.  Changes  to  the  Initial  Preventive 
Physical  Examination  (IPPE) 

In  order  to  implement  section  101(b) 
of  the  MIPPA,  beginning  January  1, 

2009,  we  will  pay  for  an  IPPE  performed 
not  later  than  12  months  after  the  date 
of  the  beneficiary’s  initial  enrollment  in 
Medicare  Part  B.  Any  beneficiary  who 
has  not  yet  had  an  IPPE  and  whose 
initial  enrollment  in  Medicare  began  in 
CY  2008  will  be  able  to  have  an  IPPE  in 
CY  2009,  as  long  as  it  is  done  within  12 
months  of  the  beneficiary’s  initial 
enrollment.  We  will  pay  for  one  IPPE  for 
each  beneficiary  in  a  lifetime.  The 
Medicare  deductible  does  not  apply  to 
the  IPPE  if  it  is  performed  on  or  after 
January  1,  2009.  Providers  paid  under 
the  OPPS  will  report  IPPE  visits 
occurring  on  or  after  January  1,  2009, 
using  new  HCPCS  code  G0402  (Initial 
preventive  physical  examination;  face- 
to-face  visit,  services  limited  to  new 
beneficiary  during  the  first  12  months  of 
Medicare  enrollment).  HCPCS  code 
G0344  (Initial  preventive  physical 
examination:  face-to-face  visit,  services 
limited  to  new  beneficiary  during  the 
first  6  months  of  Medicare  enrollment) 
will  be  active  until  December  31,  2008 
for  beneficiaries  who  have  the  IPPE 
prior  to  January  1,  2009. 

In  theCY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  the 
assignment  of  HCPGS  code  G0344  to 
APC  0605  (Level  2  Hospital  Clinic 
Visits)  for  CY  2009,  wdth  a  proposed 
payment  rate  of  approximately  $68.  We 
did  not  receive  any  public  comments  on 
our  proposed  CY  2009  OPPS  treatment 
of  HCPCS  code  G0344,  and  therefore, 
are  adopting  it  as  final.  We  are 
crosswalking  new  HCPCS  code  G0402  to 
HCPCS  code  G0344  because  of  their 
clinical  and  expected  resource 
similarity  and  assigning  the  new  code  to 
APC  0605  on  an  interim  basis  for  CY 
2009.  As  a  new  HCPCS  code  for  CY 
2009,  the  OPPS  treatment  of  HCPCS 
code  G0402  is  open  to  public  comment 
in  this  final  rule  with  comment  period. 
The  final  CY  2009  median  cost  of  APC 
0605  is  approximately  $67. 

We  note  that  the  policy  for  reporting 
a  medically  necessary  hospital  visit 
during  the  same  visit  as  the  IPPE  still 
applies.  CPT  codes  99201  through 
99215  for  hospital  clinic  visits  of  new 
and  established  patients  at  all  five  levels 
of  resource  intensity  may  also  be 
appropriately  reported,  depending  on 
the  circumstances,  but  they  must  be 
appended  with  the  CPT-25  modifier, 
identifying  the  hospital  visit  as  a 


separately  identifiable  service  fi'om  the 
IPPE  described  by  HCPCS  code  G0402. 

Section  101(b)  of  the  MIPPA  also 
removes  the  screening 
electrocardiogram  (EKG)  as  a  mandatory 
requirement,  as  identified  in  section 
1861(ww)(l)  of  the  Act,  to  be  performed 
as  part  of  the  IPPE.  The  MIPPA  requires 
that  there  be  education,  counseling,  and 
referral  for  an  EKG,  as  appropriate,  for 
a  once-in-a  lifetime  screening  EKG 
performed  as  a  result  of  a  referral  from 
an  IPPE.  The  facility  service  for  the 
screening  EKG  (tracing  only)  is  payable 
under  the  OPPS  when  it  is  the  result  of 
a  referral  from  an  IPPE.  Providers  paid 
under  the  OPPS  should  report  new 
HCPGS  code  G0404  (Electrocardiogram, 
routine  ECG  with  12  leads,  tracing  only, 
without  interpretation  and  report, 
performed  as  a  screening  for  the  initial 
preventive  physical  examination)  for 
services  furnished  on  or  after  January  1 , 
2009.  HCPCS  code  G0367  (Tracing  only, 
without  interpretation  and  report, 
performed  as  a  component  of  the  initial 
preventive  physical  exam)  will  be  active 
until  December  31,  2008  for  reporting 
the  facility  service  for  a  screening  EKG 
performed  prior  to  January  1,  2009. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  continue  the 
assignment  of  HCPCS  code  G0367  to 
APC  0099  (Electrocardiograms)  for  CY 
2009,  with  a  proposed  payment  rate  of 
approximately  $26.  We  did  not  receive 
any  public  comments  on  our  proposed 
CY  2009  OPPS  treatment  of  HCPCS  code 
G0367  and,  therefore,  are  adopting  it  as 
final.  We  are  crosswalking  new  HCPCS 
code  G0404  to  HCPCS  code  G0367 
because  of  their  clinical  and  expected 
resource  similarity  and  assigning  the 
new  code  to  APC  0099  on  an  interim 
basis  for  CY  2009.  As  a  new  HCPCS 
code  for  CY  2009,  the  OPPS  treatment 
of  HCPCS  code  G0404  is  open  to  public 
comment  in  this  final  rule  with 
comment  period.  We  note  that  the  two 
other  new  related  screening  EKG  codes, 
specifically  HCPCS  code  G0403 
(Electrocardiogram,  routine  ECG  with  12 
leads;  performed  as  a  screening  for  the 
initial  preventive  physical  examination 
with  interpretation  and  report)  and 
HCPGS  code  G0405  (Electrocardiogram, 
routine  ECG  with  12  leads; 
interpretation  and  report  only, 
performed  as  a  screening  for  the  initial 
preventive  physical  examination), 
include  an  interpretation  and  report 
and,  therefore,  are  assigned  status 
indicators  “M”  and  “B,”  respectively, 
on  an  interim  basis  for  the  CY  2009 
OPPS.  HCPCS  code  G0403  and  HCPCS 
code  G0405  replace  predecessor  HCPCS 
code  G0366  (Electrocardiogram,  routine 
ECG  with  12  leads;  performed  as  a 
component  of  the  initial  preventive 


examination  with  interpretation  and 
report)  and  HCPGS  code  G0368 
(Interpretation  and  report  only,  ■ 
performed  as  a  component  of  the  initial 
preventive  examination),  respectively. 
Our  instructions  in  the  July  2008  OPPS 
quarterly  update.  Transmittal  1536, 
Change  Request  6094,  issued  on  June 
19,  2008,  specify  that,  in  cases  where 
there  are  separate  codes  for  the 
technical  component,  professional 
component,  and/or  complete  procedure, 
hospitals  paid  under  the  OPPS  should 
report  the  code  that  represents  the 
technical  component  for  their  facility 
services.  Therefore,  hospitals  that  are 
billing  for  HOPD  services  paid  under 
the  OPPS  should  not  report  new  HCPCS 
code  G0403  or  HCPCS  code  G0405  for 
payment  of  the  screening  EKG  under  the 
CY  2009  OPPS,  but  should  instead 
report  new  HCPCS  code  G0404.  The 
final  CY  2009  median  cost  of  APC  0099 
is  approximately  $26. 

D.  Reporting  of  Wound  Care  Services 

Section  1834(k)  of  the  Act,  as  added 
by  section  4541  of  the  BBA,  allows 
payment  at  80  percent  of  the  lesser  of 
the  actual  charge  for  the  services  or  the 
applicable  fee  schedule  amount  for  all 
outpatient  therapy  services;  that  is, 
physical  therapy  services,  speech- 
language  pathology  services,  and 
occupational  therapy  services.  As 
provided  under  section  1834(k)(5)  of  the 
Act,  we  created  a  therapy  code  list 
based  on  a  uniform  coding  system  (that 
is,  the  HCPCS)  to  identify  and  track 
these  outpatient  therapy  services  paid 
under  the  MPFS.  We  provide  this  list  of 
therapy  codes  along  with  their 
respective  designation  in  the  Medicare 
Claims  Processing  Manual,  Pub  100-04, 
Chapter  5,  Section  20.  Two  of  the 
designations  that  we  use  in  that  manual 
denote  whether  the  listed  therapy  code 
is  an  “always  therapy”  service  or  a 
“sometimes  therapy”  service.  We  define 
an  “always  therapy”  service  as  a  service 
that  must  be  performed  by  a  qualified 
therapist  under  a  certified  therapy  plan 
of  care,  and  a  “sometimes  therapy” 
service  as  a  service  that  may  be 
performed  by  an  individual  outside  of  a 
certified  therapy  plan  of  care.  We 
provide  payment  for  several  “sometimes 
therapy”  wound  care  services  under 
OPPS  if  they  are  provided  by  the 
hospital  outside  of  a  certified  therapy 
plan  of  care. 

As  added  to  the  OPPS  via  the  MPFS 
process,  for  CY  2009,  CPT  code  0183T 
(Low  frequency,  non-contact,  non- 
thermal  ultrasound,  including  topical 
application(s),  when  performed,  wound 
assessment,  and  instruction(s)  for 
ongoing  care,  per  day)  is  newly 
designated  as  a  “sometimes  therapy” 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68707 


service.  In  CY  2009,  hospitals  will 
receive  separate  payment  under  the 
OPPS  when  they  bill  for  wound  care 
services  described  by  CPT  code  0183T 
that  are  furnished  to  hospital 
outpatients  by  individuals  independent 
of  a  therapy  plan  of  care.  In  contrast, 
when  such  services  are  performed  by  a 
qualified  therapist  under  a  certified 
therapy  plan  of  care,  providers  should 
attach  an  appropriate  therapy  modifier 
(that  is,  “GP”  for  physical  therapy, 

“GO”  for  occupational  therapy,  and 
“GN”  for  speech  language  pathology)  or 
report  their  charges  under  a  therapy 
revenue  code  (that  is,  revenue  codes  in 
the  042x,  043x,  or  044x  series),  or  both, 
to  receive  payment  under  the  MPFS.  For 
CY  2009,  the  I/OCE  logic  assigns  this 
service  to  APC  0015  (Level  III 
Debridement  &  Destruction)  for  payment 
under  the  OPPS  if  the  service  is  not 
provided  under  a  certified  therapy  plan 
of  care  or  directs  contractors  to  pay 
under  the  MPFS  if  the  service  is 
identified  on  a  hospital  claim  with  a 
therapy  modifier  or  therapy  revenue 
code  as  a  therapy  service.  , 

E.  Standardized  Cognitive  Performance 
Testing 

Section  1834(k)  of  the  Act,  as  added 
by  section  4541  of  the  BBA,  essentially 
establishes  that  payment  for  all 
outpatient  therapy  services,  that  is, 
physical  therapy  services,  speech- 
language  pathology  services,  and 
occupational  therapy  services  be 
provided  under  a  fee  schedule.  As 
provided  under  section  1834(k)(5)  of  the 
Act,  we  created  a  therapy  code  list 
based  on  a  uniform  coding  system  (that 
is,  the  HCPCS)  to  identify  and  track 
these  outpatient  therapy  services  paid 
under  the  MPFS.  This  list  of  therapy 
codes,  along  with  their  respective 
designation,  is  set  forth  in  the  Medicare 
Claims  Processing  Manual,  Pub.  100-04, 
Chapter  5,  Section  20.  Two  of  the 
designations  that  we  use  in  that  manual 
denote  whether  the  listed  therapy  code 
is  an  “always  therapy”  service  or  a 


“sometimes  therapy”  service.  We  define 
an  “always  therapy”  service  as  a  service 
that  must  be  performed  by  a  qualified 
therapist  under  a  certified  therapy  plan 
of  care,  and  a  “sometimes  therapy” 
service  as  a  service  that  may  be 
performed  by  an  individual  outside  of  a 
certified  therapy  plan  of  care. 

CPT  code  96125  (Standardized 
cognitive  performance  testing  (eg,  Ross 
Information  Processing  Assessment)  per 
hour  of  a  qualified  health  care 
professional’s  time,  both  face-to-face 
time  administering  tests  to  the  patient 
and  time  interpreting  these  test  results 
and  preparing  the  report)  was  a  new 
CPT  code  effective  January  1,  2008,  and 
was  assigned  status  indicator  “A”  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  because  it  is  designated 
as  an  “always”  therapy  service  under 
the  MPFS.  When  CPT  code  96125  is 
reported  by  a  hospital,  the  hospital 
should  attach  an  appropriate  therapy 
modifier  (that  is,  “GP”  for  physical 
therapy,  “GO”  for  occupational  therapy, 
and  “GN”  for  speech  language 
pathology),  as  noted  in  the  Medicare 
Claims  Processing  Manual,  Pub.  100-04, 
Chapter  5,  Section  20,  and  the  hospital 
will  receive  payment  for  the  service 
under  the  MPFS. 

Comment:  One  commenter  who 
addressed  our  CY  2008  interim 
assignment  of  CPT  code  96125  asked 
why  this  CPT  code  was  assigned  status 
indicator  “A,”  while  many  other  central 
nervous  system  assessments  and  tests 
were  assigned  status  indicator  “Q”  for 
the  CY  2008  OPPS. 

Response:  CPT  code  96125  is 
correctly  assigned  status  indicator  “A” 
because  it  is  designated  as  an  “always 
therapy”  service,  as  described  earlier. 
The  other  similar  central  nervous 
system  assessments  and  tests  are  not 
designated  as  “always  therapy”  services 
codes  and,  therefore,  are  assigned  other 
appropriate  status  indicators. 

After  consideration  of  the  public 
comment  received,  we  are  finalizing  the 
CY  2008  interim  assignment  of  status 
indicator  “A”  to  CPT  code  96125  which 


is  designated  as  an  “always  therapy” 
service.  When  reported  appropriately  by 
hospitals  as  a  therapy  service,  CPT  code 
96125  will  be  paid  under  the  MPFS. 

XIII.  OPPS  Payment  Status  and 
Comment  Indicators 

A.  OPPS  Payment  Status  Indicator 
Definitions 

The  OPPS  payment  status  indicators 
(Sis)  that  we  assign  to  HCPCS  codes  and 
APCs  play  an  important  role  in 
determining  payment  for  services  under 
the  OPPS.  They  indicate  whether  a 
service  represented  by  a  HCPCS  code  is 
payable  under  the  OPPS  or  another 
payment  system  and  also  whether 
particular  OPPS  policies  apply  to  the 
code.  Our  CY  2009  status  indicator 
assignments  for  APCs  and  HCPCS  codes 
are  shown  in  Addendum  A  and 
Addendum  B,  respectively,  to  this  final 
rule  with  comment  period.  As  we 
proposed  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41520),  in  this 
final  rule  with  comment  period,  we  are 
using  the  status  indicators  that  were 
listed  in  Addendum  Dl  to  the  proposed 
rule,  which  we  discuss  below  in  greater 
detail.  We  have  made  several 
modifications  to  the  information 
included  in  the  two  columns  labeled 
Item/Code/Service  and  OPPS  Payment 
Status  as  displayed  in  the  tables  below 
for  this  final  rule  with  comment  period 
in  response  to  public  comments  and  to 
reflect  implementation  of  certain 
provisions  of  Public  Law  110-275 
applicable  to  services  paid  under  the 
OPPS  in  CY  2009. 

1.  Payment  Status  Indicators  To 
Designate  Services  That  Are  Paid  under 
the  OPPS 

We  proposed  several  changes  to  these 
status  indicators  for  the  CY  2009  OPPS, 
and  the  Item/Code/Service  and  OPPS 
Payment  Status  columns  listed  in  the 
table  below  reflect  further  modifications 
based  on  the  provisions  of  Public  Law 
110-275  for  CY  2009. 


G 

H 


K 

N 


P  . 
Q1 


Indicator 


Item/code/service 


OPPS  Payment  status 


Pass-Through  Dmgs  and  Biologicals  . 

(1)  Pass-Through  Device  Categories  . 

(2)  Therapeutic  Radiopharmaceuticals  . 

Nonpass-Through  Drugs  and  Biologicals  . 

Items  and  Services  Packaged  into  APC  Rates 


Partial  Hospitalization  ... 
STVX-Packaged  Codes 


(1)  Paid  under  OPPS;  separate  APC  payment. 

(1)  Separate  cost-based  pass-through  payment;  not  subject 
to  copayment. 

(2)  Separate  cost-based  nonpass-through  payment;  subject  to 
copayment. 

Paid  under  OPPS;  separate  APC  payment. 

Paid  under  OPPS;  payment  is  packaged  into  payment  for 
other  senrices. 

Therefore,  there  is  no  separate  APC  payment. 

Paid  under  OPPS;  per  diem  APC  payment. 

Paid  under  OPPS;  Addendum  B  displays  APC  assignments 
when  services  are  separately  payable. 
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Indicator 

I  Item/code/service 

OPPS  Payment  status 

i 

Q2  . . . 

T-Packaged  Codes  . 

(1)  Packaged  APC  payment  if  billed  on  the  same  date  of 
service  as  a  HCPCS  code  assigned  status  indicator  “S,” 
‘T,”  “V.”  or  “X.” 

(2)  In  all  other  circumstances,  payment  is  made  through  a 
separate  APC  payment. 

Paid  under  OPPS;  Addendum  B  displays  APC  assignments 

j 

Q3  . 

Codes  that  may  be  paid  through  a  composite 

when  services  are  separately  payable. 

(1)  Packaged  APC  payment  if  biljed  on  the  same  date  of 
service  as  a  HCPCS  code  assigned  status  indicator  “T.” 

(2)  In  all  other  circumstances,  payment  is  made  through  a 
separate  APC  payment. 

Paid  under  OPPS;  Addendum  B  displays  APC  assignments 

1 

R . 

APC.  . 

■ 

Blood  and  Blood  Products  . 

when  services  are  separately  payable. 

Addendum  M  displays  composite  APC  assignments  when 
codes  are  paid  through  a  composite  APC. 

(1)  Composite  APC  payment  based  on  OPPS  composite-spe¬ 
cific  payment  criteria.  Payment  is  packaged  into  a  single 
payment  for  specific  combinations  of  service. 

(2)  In  all  other  circumstances,  payment  is  made  through  a 
separate  APC  payment  or  packaged  into  payment  for  other 
services. 

Paid  under  OPPS;  separate  APC  payment. . 

S . 

Significant  Procedure,  Not  Discounted  when 

Paid  under  OPPS;  separate  APC  payment. 

T  . 

Multiple. 

Significant  Procedure,  Multiple  Reduction  Ap- 

Paid  under  OPPS;  separate  APC  payment. 

U . 

plies. 

Brachytherapy  Sources . 

Paid  under  OPPS;  separate  APC  payment. 

V . 

Clinic  or  Emergency  Department  Visit . 

Paid  under  OPPS;  separate  APC  payment. 

X . 

Ancillary  Services . 

Paid  under  OPPS;  separate  APC  payment. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41521),  we  proposed  to 
replace  current  status  indicator  “Q” 
with  three  new  separate  status 
indicators:  “Ql,”  “Q2,”  and  “Q3”  for 
CY  2009.  We  proposed  that  status 
indicator  “Ql”  would  be  assigned  to  all 
“STVX-packaged  codes,”  status 
indicator  “Q2”  would  be  assigned  to  all 
“T-packaged  codes;”  and  status 
indicator  “Q3”  would  be  assigned  to  all 
codes  that  may  be  paid-  through  a 
composite  APC  based  on  composite- 
specific  criteria  or  separately  through 
single  code  APCs  when  the  criteria  are 
not  met.  We  believe  this  proposed 
change  to  establish  new  status 
indicators  “Ql,”  “Q2,”  and  “Q3”  would 
make  our  policies  jnore  transparent  to 
hospitals  and  would  facilitate  the  use  of 
status  indicator-driven  logic  in  our 
ratesetting  calculations,  and  in  hospital 
billing  and  accounting  systems. 

For  CY  2009,  we  also  proposed  to  use 
new  payment  status  indicator  “R”  for  all 
blood  and  blood  product  APCs  and  to 
use  new  payment  status  indicator  “U” 
for  brachytherapy  source  APCs.  '  - 

Nonpass-through  drugs  and  biologicals 
which  do  not  require  a  conversion  factor 
to  calculate  their  payment  rates  would 
continue  to  be  assigned  status  indicator 
“K.”  We  proposed  to  create  these  new 
status  indicators  for  blood  and  blood 
products  and  for  brachydherapy  sources 
to  facilitate  implementation  of  the 
reduced  conversion  factor  that  would 
apply  to  payments  to  hospitals  that  are 


required  to  report  quality  data  but  that 
fail  to  meet  the  established  quality  data 
reporting  standards. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41521),  we  noted  our  belief 
that  this  proposal  was  necessary  to 
continue  the  final  CY  2008  policies  of 
setting  prospective  payment  rates  for 
brachytherapy  sources  and  blood  and 
blood  products  calculated  as  the 
product  of  scaled  relative  weights  and 
the  conversion  factor.  Under  our  CY 
2009  proposal,  payment  for  blood  and 
blood  products  and  brachytherapy 
sources  would  have  been  subject  to  the 
reduced  market  basket  conversion  factor 
for  hospitals  that  failed  to  meet  the 
requirements  of  the  HOP  QDRP,  while 
separately  payable  nonpass-through 
drugs  and  biologicals  would  not  have 
been  paid  based  on  the  conversion 
factor.  We  would  have  been  unable  to 
use  status  indicator  “K”  alone  to 
indicate  application  of  the  reduced 
conversion  factor  to  payment  for  the 
appropriate  products  if  we  continued  to 
assign  status  indicator  “K”  to  all  of 
these  items.  Section  XVI.  of  this  final 
rule  with  comment  period  provides  a 
full  discussion  of  the  requirements  of 
the  HOP  QRDP  and  the  reduced  market 
basket  conversion  factor  that  will  apply 
to  payment  for  specific  services  when 
hospitals  for  which  the  reporting  is 
required  fail  to  meet  the  reporting 
standards. 

Subsequent  to  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule,  Public 


Law  110-275  was  enacted  on  July  15, 

2008.  Section  142  of  Public  Law  110- 
275  requires  CMS  to  continue  to  pay  for 
brachytherapy  sources  and  therapeutic 
radiopharmaceuticals  for  the  period  of 
July  1,  2008  through  December  31,  2009, 
at  hospitals’  charges  adjusted  to  the 
costs,  a  methodology  that  is  different 
from  the  approaches  we  proposed  for 
these  items  in  CY  2009.  We  have 
continued  to  assign  status  indicator  “H” 
to  brachytherapy  sources  for  July  1, 

2008  through  December  1,  2008,  to 
ensure  appropriate  payment  for  these 
items.  Moreover,  we  are  not  adopting 
the  proposed  prospective  payment  for 
brachytherapy  sources  and  therapeutic 
radiopharmaceuticals,  and  we  are  not 
assigning  status  indicator  “K”  to 
therapeutic  radiopharmaceuticals  for  CY 

2009,  as  proposed.  For  this  final  rule 
with  comment  period,  we  have 
modified  our  proposed  definition  of 
status  indicator  “K”  to  include  only 
nonpass-through  drugs  and  biologicals 
and,  in  parallel  fashion,  we  have 
modified  our  proposed  definition  of 
status  indicator  “H”  to  include 
therapeutic  radiopharmaceuticals  for  CY 
2009.  We  note  that  beneficiary 
copayment  does  apply  to  payment  for 
therapeutic  radiopharmaceuticals 
assigned  status  indicator  “H,”  although 
pass-through  device  category,  also 
assigned  status  indicator  “H,”  will 
continue  to  have  no  beneficiary 
copayment  applied.  The  national 
unadjusted  copayment  or  minimum 
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unadjusted  copayment,  as  applicable, 
applies  to  all  APC  payments  for  OPPS 
services  unless  there  is  a  statutory 
exception.  There  is  no  statutory 
exception  for  payment  of  therapeutic 
radiopharmaceuticals  and,  therefore, 
copayment  applies  to  these  products  in 
CY  2009.  However,  where  additional 
pass-through  payment  is  made  for  a 
device  category  or  drug  that  has  pass¬ 
through  status,  section  1833{t)(8)(E)  of 
the  Act  requires  that  the  copayment  for 
the  device  category  or  drug  furnished  be 
calculated  as  though  the  additional 
pass-through  payment  had  not  been 
made.  Therefore,  there  is  no  copayment 
for  the  additional  pass-through  payment 
for  a  device  category  with  OPPS  pass¬ 
through  status.  The  OPPS  PRICER 
would  continue  to  ensure  that  no 
copayment  would  be  assigned  for  pass¬ 
through  device  categories  that  may  be 
approved  for  CY  2009. 

CY  2009  payment  for  therapeutic 
radiopharmaceuticals,  to  which  the 
reduced  market  basket  conversion  factor 
does  not  apply,  is  discussed  in  detail  in 
section  V.B.4.  of  this  final  rule  with 
comment  period.  The  payment 
methodology  for  brachytherapy  sources 
specified  by  section  142  of  Public  Law 
110-275  requires  no  changes  to  our 
proposed  definition  of  status  indicator 
“U”  for  brachytherapy  sources  because 
the  definition  only  indicated  that 


separate  payment  would  be  made, 
without  specifying  the  payment 
methodology.  CY  2009  payment  for 
brachytherapy  sources,  to  which  the 
reduced  market  basket  conversion  factor 
does  not  apply,  is  discussed  in  detail  in 
section  VII.  of  this  final  rule  with 
comment  period. 

Comment:  Several  commenters 
supported  the  proposed  assignment  of  a 
separate  status  indicator  to  blood  and 
blood  products  and  encouraged  CMS  to 
make  status  indicator  “R”  final. 

Response:  We  appreciate  the 
commenters’  support  of  status  indicator 
“R.”  New  status  indicator  “R”  for  blood 
and  blood  products  was  created  in  order 
to  facilitate  implementation  of  the 
reduced  market  basket  conversion  factor 
that  applies  to  payments  to  hospitals 
that  are  required  to  report  quality  data 
but  fail  to  meet  the  established  quality 
reporting  standards.  This  reduced 
conversion  factor  applies  to  CY  2009 
payment  for  blood  and  blood  products, 
as  further  discussed  in  section  XVI.D.2. 
of  this  final  rule  with  comment  period. 

Comment:  Several  commenters 
supported  the  proposal  to  refine  status 
indicator  “Q”  by  creating  three  related 
status  indicators:  “Ql,”  “Q2,”  and 
“Q3.”  These  commenters  stated  that 
these  changes  would  allow  providers  to 
quickly  and  easily  isolate  HCPCS  codes 
that  are  packaged  for  different  reasons. 


Commenters  believed  that  the  creation 
of  status  indicators  “Ql,”  “Q2,”  and 
“Q3”  make  the  conditionally  packaged 
payment  policy  for  each  HCPCS  code 
more  transparent  and  urged  CMS  to 
finalize  this  proposal. 

Response:  We  appreciate  the 
commenters’  support  regarding  the 
development  and  use  of  status 
indicators  “Ql,”  “Q2,”  and  “Q3”  to 
identify  different  types  of  conditionally 
packaged  services.  We  continue  to 
believe  that  these  refinements  are 
helpful  in  identifying  the  packaging 
rationale  for  different  HCPCS  codes 
under  the  OPPS. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  for  status 
indicators  to  designate  services  payable 
under  the  OPPS,  with  modification  to 
take  into  consideration  provisions  of 
Public  Law  110-275  for  CY  2009.  The 
final  status  indicators, and  their 
descriptions  are  displayed  in  the  table 
above,  as  well  as  in  Addendum  Dl  to 
this  final  rule  with  comment  period. 

2.  Payment  Status  Indicators  To 
Designate  Services  That  Are  Paid  Under 
a  Payment  System  Other  Than  the  OPPS 

We  did  not  propose  any  changes  to 
the  status  indicators  as  listed  below  for 
tbe  CY  2009  OPPS. 


Indicator  1 

ItenVcode/service  [ 

OPPS  Payment  status 

A  .  1 

! 

1 

1 

i 

Services  furnished  to  a  hospital  outpatient  that  are  | 
paid  under  a  fee  schedule  or  payment  system  I 
other  than  OPPS,  for  example:  j 

•  Clinical  Diagnostic  Laboratory  Services  . | 

•  Non-Implantable  Prosthetic  and  Orthotic  Devices  ' 

•  EPO  for  ESRD  Patients . 

•  Physical,  "Occupational,  and  Speech  Therapy . 

•  Routine  Dialysis  Services  for  ESRD  Patients  Pro¬ 
vided  in  a  Certified  Dialysis  Unit  of  a  Hospital. 

•  Diagnostic  Mammography  . 

•  Screening  Mammography . 

Not  paid  under  OPPS.  Paid  by  fiscal  intermediaries/ 

MACS  under  a  fee  schedule  or  payment  system 
other  than  OPPS. 

Not  subject  to  deductible  or  coinsurance. 

Not  subject  to  deductible. 

C . 1 

Inpatient  Procedures  . 

Not  paid  under  OPPS.  Admit  patient.  Bill  as  inpa¬ 
tient. 

F  . 

Corneal  Tissue  Acquisition;  Certain  CRNA  Services:  j 
and  Hepatitis  B  Vaccines.  ' 

Not  paid  under  OPPS.  Paid  at  reasonable  cost.  1 

■ 

L  . 

Influenza  Vaccine;  Pneumococcal  Pneumonia  Vac¬ 
cine. 

Not  paid  under  OPPS.  Paid  at  reasonable  cost;  not 
subject  to  deductible  or  coinsurance. 

M  .  1 

Items  and  Services  Not  Billable  to  the  Fiscal  Inter- 
mediary/MAC. 

Not  paid  under  OPPS. 

Y  . 

1  Non-Implantable  Durable  Medical  Equipment . . 

i  1 

i 

*  Not  paid  under  OPPS.  All  institutional  providers 
other  than  home  health  agencies  bill  to  DMERC. 

We  did  not  receive  any  public 

as  in  Addendum  Dl  to  this  final  rule 

3.  Payment  Status  Indicators  To 

comments  regarding  the  status 

with  comment  period. 

Designate  Services  That  Are  Not 

indicators  that  designate  services  paid 

Recognized  Under  the  OPPS  But  That 

under  a  payment  system  other  than  the 

May  Be  Recognized  by  Other 

OPPS.  Therefore,  we  are  finalizing  our 

CY  2009  proposal,  without 

Institutional  Providers 

We  did  not  propose  any  changes  to 

modification.  The  final  status  indicators 

the  status  indicators  listed  below  for  the 

are  displayed  in  the  table  above, 

L 

as  well 

CY  2009  OPPS. 
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Indicator 

- — - 

Item/code/service 

OPPS  Payment  status 

B . 

Codes  that  are  not  recognized  by  OPPS  when  sub¬ 
mitted  on  an  outpatient  hospital  Part  B  bill  type 
(12x  and13x). 

Not  paid  under  OPPS. 

•  May  be  paid  by  fiscal  intermediaries/MACs  when 
submitted  on  a  different  bill  type,  for  example,  75x 
(CORF),  but  not  paid  under  OPPS. 

•  An  alternate  code  that  is  recognized  by  OPPS 
when  submitted  on  an  outpatient  hospital  Part  B 
bill  type  (12x  and  13x)  may  be  available. 

We  did  not  receive  any  public  indicators  are  displayed  in  the  table  OPPS,  but  the  Item/code/service  and 

comments  regarding  the  status  above,  as  well  as  in  Addendum  Dl  to  OPPS  Payment  status  columns  for  status 

indicators  that  designate  services  that  this  final  rule  with  comment  period.  indicator  “E”  listed  in  this  table  below 

are  not  recognized  under  the  OPPS  but  ^  Payment  Status  Indicators  To  reflect  modifications  in  response  to 

that  may  be  recognized  for  payment  to  Designate  Services  That  Are  Not  Payable  Public  comments, 

other  institutional  providers.  Therefore,  jjy  Medicare  on  Outpatient  Claims 
we  are  finalizing  our  CY  2009  proposal,  propose  any  changes  to 

without  modification.  The  final  status  indicators  for  the  CY  2009 

Indicator 

Item/code/service 

OPPS  Payment  status 

D . ; . 

E  . 

Discontinued  Codes  . 

Items,  Codes,  and  Services;  . 

•  That  are  not  covered  by  any  Medicare  outpatient 
benefit  based  on  statutory  exclusion. 

•  That  are  not  covered  by  any  Medicare  outpatient 
benefit  for  reasons  other  than  statutory  exclusion. 

•  That  are  not  recognized  by  Medicare  for  out¬ 
patient  claims;  alternate  code  for  the  same  item 
or  service  may  be  available. 

•  For  which  separate  payment  is  not  provided  on 
outpatient  claims. 

Not  paid  under  OPPS  or  any  other  Medicare  pay¬ 
ment  system. 

Not  paid  by  Medicare  when  submitted  on  outpatient 
claims  (any  outpatient  bill  type). 

Comment:  Several  commenters 
observ-ed  that  as  the  Medicare  program 
has  evolved  to  incorporate  other 
benefits,  such  as  payment  for 
prescription  drugs  under  Medicare  Part 
D,  the  historical  definition  of  status 
indicator  “E,”  specifically  that  these 
items  and  services  are  not  paid  under 
the  OPPS  or  any  othaf  Medicare 
paj’ment  system,  is  no  longer  accurate. 

Response:  We  appreciate  the 
commenters’  concern  and  have  clarified 
the  definition  of  status  indicator  “E”  in 
the  table  above  to  indicate  more 
precisely  that  status  indicator  “E” 
designates  items  and  services  that  are 
not  payable  when  submitted  on 
outpatient  claims  of  any  bill  type.  We 
have  also  clarified  that  these  items  and 
services  are  not  covered  by  the  Medicare 
outpatient  benefit,  in  recognition  that 
they  may  be  covered  under  some 
circumstances  under  other  benefits  of 
the  Medicare  program. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  for  payment 
status  indicators  to  designate  services 
that  are  not  payable  by  Medicare  for 
outpatient  claims,  with  modification  to 


clarify  that  status  indicator  “E” 
indicates  no  payment  for  outpatient 
claims,  rather  than  no  payment  under 
any  Medicare  benefit.  The  final  status 
indicators  are  displaj^ed  in  the  table 
above,  as  w'ell  as  in  Addendum  Dl  to 
this  final  rule  with  comment  period. 

To  address  providers’  broader 
interests  and  to  make  the  published 
Addendum  B  more  convenient  for 
public  use,  we  are  displaying  in 
Addendum  B  to  this  final  rule  with 
comment  period  all  active  HCPCS  codes 
for  CY  2009  and  currently  active  HCPCS 
codes  that  will  be  discontinued  at  tbe 
end  of  CY  2008  that  describe  items  and 
services  that  are:  (1)  Payable  under  the 
OPPS;  (2)  paid  under  a  payment  system 
other  than  the  OPPS;  (3)  not  recognized 
under  the  OPPS  but  that  may  be 
recognized  by  other  institutional 
providers;  and  (4)  not  payable  by 
Medicare.  The  universe  of  CY  2009 
status  indicators  that  we  are  finalizing 
for  these  items  and  services  are  listed  in 
the  tables  above  and  in  Addendum  Dl 
to  this  final  rule  with  comment  period. 

Addendum  B,  with  a  complete  listing 
of  HCPCS  codes  that  includes  their 
payment  status  indicators  and  APC 


assignments  for  CY  2009,  is  available 
electronically  on  the  CMS  Web  site 
under  supporting  documentation  for  , 
this  final  rule  with  comment  period  at: 
http://w\\'v^'.cms.hhs.gov/ 

Hospi  talOutpa  tien  tPPS/HORD/ 
list.aspttTopOfPage 

B.  Comment  Indicator  Definitions 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41522),  we  proposed  to  use 
for  the  CY  2009  OPPS  the  two  comment 
indicators  that  are  in  effect  for  the  CY 
2008  OPPS.  These  two  comment 
indicators  are  listed  below. 

•  “CH” — Active  HCPCS  codes  in 
current  and  next  calendar  year;  status 
indicator  and/or  APC  assignment  have 
changed  or  active  HCPCS  code  that  will 
be  discontinued  at  the  end  of  the 
current  calendar  year. 

•  “Nl” — New  code,  interim  APC 
assignment:  Comments  will  be  accepted 
on  the  interim  APC  assignment  for  the 
new  code. 

Except  as  discussed  below  with 
regard  to  services  to  which  we  have 
assigned  status  indicators  “R,”  “Ql,” 
“Q2.”  “Q3,”  and  “U,”  we  propo.sed  to 
use  the  “CH”  comment  indicator  in  this 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68711 


final  rule  with  comment  period  to 
indicate  HCPCS  codes  for  which  the 
status  indicator  or  APC  assignment,  or 
both,  will  change  in  CY  2009  compared 
to  their  assignment  as  of  December  31, 
2008. 

As  was  proposed,  we  are  using  the 
“CH”  indicator  in  this  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  to 
call  attention  to  changes  in  the  payment 
status  indicator  and/or  APC  assignment 
for  HCPCS  codes  for  CY  2009  compared 
to  their  assignment  as  of  December  31, 

2008.  We  believe  that  use  of  the  “CH” 
indicator  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  will 
facilitate  the  public’s  review  of  the 
changes  that  we  are  finalizing  for  CY 

2009.  The  use  of  the  comment  indicator 
“CH”  in  association  with  a  composite 
APC  indicates  that  the  configuration  of 
the  composite  APC  is  changed  in  this 
CY  2009  OPPS/ASC  final  rule  with 
comment  period. 

“STVX-packaged  codes,”  “T- 
packaged  codes,”  and  other  HCPCS 
codes  that  could  be  paid  through  a 
composite  APC  with  final  CY  2009 
changes  in  status  indicator  assignments 
from  “Q”  to  “Ql,”  from  “Q”  to  “Q2,” 
and  from  “Q”  to  “Q3,”  as  well  as 
HCPCS  codes  for  blood  and  blood 
products  and  for  brachytherapy  sources 
with  final  CY  2009  changes  in  status 
indicator  assignments  from  “K”  to  “R” 
and  from  “H”  to  “U,”  respectively,  are 
not  flagged  with  comment  indicator 
“CH”  in  Addendum  B  to  this  final  rule 
with  comment  period.  As  noted  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41522),  these  changes  in  status 
indicators  are  to  facilitate  policy 
transparency  and  operational  logic 
rather  than  to  reflect  changes  in  OPPS 
payment  policy  for  these  services,  so  we 
believe  that  identifying  these  HCPCS 
codes  with  “CH”  could  be  confusing  to 
the  public. 

As  was  proposed,  we  are  continuing 
our  policy  of  using  comment  indicator 
“NI”  in  this  CY  2009  OPPS/ASC  final 
rule  with  comment  period.  Only  HCPCS 
codes  with  comment  indicator  “NI”  in 
this  CY  2009  OPPS/ASC  final  rule  with 
comment  period  are  subject  to 
comment.  HCPCS  codes  that  do  not 
appear  with  comment  indicator  “NI”  in 
this  CY  2009  OPPS/ASC  final  rule  with 
comment  period  are  not  open  to  public 
comment,  unless  we  specifically  have 
requested  additional  comments 
elsewhere  in  this  final  rule  with 
comment  period.  The  CY  2009 
treatment  of  HCPCS  codes  that  appear 
in  this  CY  2009  OPPS/ASC  final  rule 
with  comment  period  to  which 
comment  indicator  “NI”  is  not 
appended  was  open  to  public  comment 
during  the  comment  period  for  the  CY 


2009  OPPS/ASC  proposed  rule,  and  we 
are  responding  to  those  comments  in 
this  final  rule  with  comment  period. 

We  did  not  receive  any  public 
comments  regarding  comment 
indicators.  Therefore,  we  are  continuing 
to  use  the  two  comment  indicators, 

“CH”  and  “NI,”  for  CY  2009  and  their 
definitions  are  listed  in  Addendum  D2 
to  this  final  rule  with  comment  period. 

XIV.  OPPS  Policy  and  Payment 
Recommendations 

A.  Medicare  Payment  Advisory' 
Commission  (MedPAC) 
Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advise  the 
U.S.  Congress  on  issues  affecting  the 
Medicare  program.  As  required  under 
the  statute,  MedPAC  submits  reports  to 
Congress  not  later  than  March  and  June 
of  each  year  that  present  its  Medicare 
payment  policy  recommendations.  The 
following  section  describes  recent 
recommendations  relevant  to  the  OPPS 
that  have  been  made  by  MedPAC. 

1.  March  2008  Report 

The  March  2008  MedPAC  “Report  to 
Congress:  Medicare  Payment  Policy” 
included  the  following  recommendation 
relating  specifically  to  the  Medicare 
hospital  OPPS: 

Recommendation  2A-l;The  Congress 
should  increase  payment  rates  for  the 
acute  inpatient  and  outpatient 
prospective  payment  systems  in  2009  by 
the  projected  rate  of  increase  in  the 
hospital  market  basket  index, 
concurrent  with  implementation  of  a 
quality  incentive  payment  program. 

CMS  Response:  As  proposed  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41457),  in  this  final  rule  with 
comment  period  we  are  increasing  the 
payment  rates  for  the  CY  2009  OPPS  by 
the  projected  rate  of  increase  in  the 
hospital  market  basket  through 
adjustment  of  the  full  CY  2009 
conversion  factor.  We  also  are 
implementing,  effective  for  CY  2009,  the 
reduction  in  the  annual  update  factor  by 
2.0  percentage  points  for  hospitals  that 
are  defined  under  section  1886(d)(1)(B) 
of  the  Act  and  that  do  not  meet  the 
hospital  outpatient  quality  data 
reporting  required  by  section  1833(t)(17) 
of  the  Act,  as  added  bv  section  109(a) 
of  the  MIEA-TRHCA  (Pub.  L.  109-^32). 
Specifically,  we  have  calculated  two 
conversion  factors:  A  full  conversion 
factor  based  on  the  full  hospital  market 
basket  increase  and  a  reduced 
conversion  factor  that  reflects  the  2.0 
percentage  point  reduction  to  the 
market  basket.  Our  update  of  the 
conversion  factor  and  our  adoption  and 


implementation  of  the  reduced 
conversion  factor  that  will  apply  to 
hospitals  that  fail  their  quality  reporting 
requirements  for  the  CY  2009  OPPS  are 
discussed  in  detail  in  section  XVI.D.2. 
of  this  final  rule  with  comment  period. 

This  full  MedPAC  report  can  be 
downloaded  from  MedPAC’s  Web  site 
at:  http://wwn’.medpac.gov/documents/ 
Mar08_EntireReport.pdf. 

2.  June  2007  Report 

In  its  June  2007  “Report  to  the 
Congress:  Promoting  Greater  Efficiency 
in  Medicare,”  MedPAC  included 
analysis  and  recommendations  on 
alternatives  to  the  current  method  for 
computing  the  IPPS  wage  index  for  FY 
2009.  (We  refer  readers  to  Chapter  6  of 
the  June  2007  MedPAC  report  to 
Congress.)  In  accordance  with  our 
established  policy,  under  the  OPPS  we 
adopt  the  IPPS  wage  indices  to  adjust 
the  OPPS  standard  payment  amounts  for 
labor  market  differences.  Therefore, 
MedPAC’s  analysis  and 
recommendations  have  implications  for 
the  CY  2009  OPPS.  We  considered 
MedPAC’s  recommendations  and 
analysis  in  making  a  proposal  to  revise 
the  IPPS  wage  indices  in  the  FY  2009 
IPPS  proposed  rule  (73  FR  23617 
through  23623),  as  required  by  section 
106(b)(2)  of  the  MIEA-TRHCA,  and  we 
briefly  highlighted  the  CMS  contractor’s 
comparative  and  impact  analyses  of  the 
MedPAC  and  CMS  wage  indices  and  the 
public  comments  received  regarding  the 
recommendations  in  the  FY  2009  IPPS 
final  rule  (73  FR  48564  through  48567). 
In  section  II.C.  of  this  final  rule  with 
comment  period,  we  discuss  changes  to 
the  wage  index  related  to  the  MedPAC 
recommendations  that  were  adopted  in 
the  FY  2009  IPPS  final  rule  and  our 
application  of  these  changes  to  the  wage 
index  for  the  CY  2009  OPPS. 

This  full  MedPAC  report  can  be 
downloaded  from  MedPAC’s  Web  site 
at:  http:/ /\vw\v. medpac.gov/documents/ 
Jun07_EntireReport.pdf. 

B.  APC  Panel  Recommendations 

Recommendations  made  by  the  APC 
Panel  at  its  March  2008  and  August 
2008  meetings  are  discussed  in  sections 
of  this  final  rule  with  comment  period 
that  correspond  to  topics  addressed  by 
the  APC  Panel.  The  report  and 
recommendations  from  the  APC  Panel’s 
March  5-6,  2008  and  August  27-28, 
2008  meetings  are  available  on  the  CMS 
Web  site  at:  http://wM,'\v.cms.hhs.gov/ 
FACA/05_AdvisoryPanelonAmbulatory 
PaymentCIassificationGroups.asp. 

C.  OIG  Recommendations 

The  mission  of  the  OIG,  as  mandated 
by  Public  Law  95-452,  as  amended,  is 
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to  protect  the  integrity  of  the  U.S. 
Department  of  Health  and  Human 
Services  (HHS)  programs,  as  well  as  the 
health  and  welfare  of  beneficiaries 
served  by  those  programs.  This  statutory 
mission  is  carried  out  through  a 
nationwide  network  of  audits, 
investigations,  and  inspections.  In  June 
2007,  the  OIG  released  a  report,  entitled 
“Impact  of  Not  Retroactively  Adjusting 
Outpatient  Outlier  Payments,”  that 
described  the  OIG’s  research  into 
sources  of  error  in  CMHC  outlier 
payments.  The  OIG  report  included  the 
following  tw^o  recommendations  related 
specifically  to  the  hospital  OPPS  under 
which  payment  is  made- for  outpatient 
services  provided  by  CMHGs. 

Recommendation  1:  The  OIG 
recommended  that  CMS  require 
adjustments  of  outpatient  outlier 
payments  at  final  cost  report  settlement, 
retroactive  to  the  beginning  of  the  cost 
report  period. 

CMS  Response:  We  have  been 
proactive  in  addressing  this  issue  for 
partial  hospitalization  prospective 
payment  by  designating  a  unique  outlier 
threshold  for  CMHGs  beginning  in  GY 
2004.  As  discussed  in  the  GY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68002  through  68003), 
differences  in  total  CMHC  outlier 
payments  between  GY  2004  and  GY 
2005  demonstrate  that  designating  a 
separate  threshold  has  successfully 
restrained  CMHC  outlier  payments. 
Moreover,  until  the  GY  2005 
implementation  of  a  fixed-dollar  outlier 
threshold  for  most  other  hospital 
outpatient  services  that  concentrates 
outlier  payments  on  costly  and  complex 
services,  w'e  did  not  believe  it  would  be 
cost-effective  to  pursue  adjustments  of 
outlier  payments  for  all  of  the  OPPS. 
However,  in  addition  to  the  unique 
outlier  threshold  for  CMHGs  that  we 
have  recently  adopted  to  address 
excessive  CMHC  outlier  payments,  we 
proposed  to  provide  for  reconciliation  of 
outlier  payments  under  the  OPPS  at 
final  cost  report  settlement  as 
recommended  by  the  OIG,  beginning  in 
CY  2009.  We  discuss  our  final  policy  to 
reconcile  outlier  payments,  beginning  in 
CY  2009,  in  more  detail  in  section  II.F.3. 
of  this  final  rule  with  cornment  period. 

Recommendation  2:  The  OIG 
recommended  that  CMS  require 
retroactive  adjustments  of  outpatient 
outlier  payments  when  an  error  caused 
by  the  fiscal  intermediary  or  provider  is 
identified  after  the  cost  report  is  settled. 

CMS  Response:  We  note  that  the 
OIG’s  findings  w’ere  based  largely  on 
information  from  the  OPPS’  early 
implementation  period,  between  CY 
2000  and  CY  2003.  We  believe  we  have 
taken  several  steps  since  that  time  in 


order  to  improve  the  accuracy  and 
ft-equency  of  the  Medicare  contractors’ 
CCR  calculations,  including  updating 
our  instructions  for  calculating  OCRs, 
increasing  the  frequency  of  CCR 
calculation,  and  conducting  an  annual 
review  of  CMHC  CCRs.  However,  in 
light  of  this  OIG  recommendation,  for 
the  CY  2009  OPPS,  we  also  proposed  to 
provide  for  reconciliation  of  outlier 
payments  under  the  OPPS.  We  discuss 
our  final  policy  to  reconcile  outlier 
payments  in  more  detail  in  section 
II.F.3.  of  this  final  rule  with  comment 
period. 

XV.  Ambulatory  Surgical  Centers: 
Updates  and  Revisions  to  the 
Ambulatory  Surgical  Center  Conditions 
for  Coverage  and  Updates  to  the 
Revised  Ambulatory  Surgical  Center 
Payment  System 

A.  Legislative  and  Regulatory  Authority 
for  the  ASC  Conditions  for  Coverage 

As  the  single  largest  payer  for  health 
care  services  in  the  United  States,  the 
Federal  Government  assumes  a  critical 
responsibility  for  the  quality  of  care 
furnished  under  its  programs. 
Historically,  the  Medicare  program’s 
quality  assurance  approach  was  focused 
on  identifying  health  care  entities  that 
furnished  poor  quality  care  or  that  failed 
to  meet  minimum  Federal  standards. 
Overall,  we  found  that  this  problem- 
focused  approach  had  inherent 
limitations  and  did  not  necessarily 
translate  into  better  care  for  patients. 
Ensuring  quality  through  the 
enforcement  of  prescriptive  health  and 
safety  standards  alone  has  resulted  in  us 
expending  many  of  our  resources  on 
working  with  marginal  providers,  rather 
than  stimulating  broad-based 
improvements  in  quality  of  care. 

Section  1832(a)(2)(F)(i)  of  the  Act 
provides  that  benefits  under  Medicare 
Part  B  include  payment  for  facility 
services  furnished  in  connection  with 
surgical  procedures  specified  by  the 
Secretary  that  are  performed  in  an  ASC. 
To  participate  in  the  Medicare  program 
as  an  ASC,  a  facility  must  meet  health, 
safety,  and  other  requirements  under  the 
statutory  authority  of  section 
1832(a)(2)(F)(i)  of  the  Act.  The 
substantive  requirements  are  set  forth  in 
42  CFR  Part  416,  Subp^rt  B  and  Subpart 
C  of  our  regulations.  The  regulations  at 
42  CFR  Part  416,  Subpart  B  describe  the 
general  conditions  and  requirements  for 
ASCs,  and  the  regulations  at  42  CFR 
Part  416,  Subpart  C  specify  the 
conditions  for  coverage  (CfCs)  for  ASCs. 
The  Secretary  is  responsible  for 
ensuring  that  the  ClCs  and  their 
enforcement  are  adequate  to  protect  the 


health  and  safety  of  individuals  treated 
by  ASCs. 

To  implement  the  CfCs,  we  determine 
compliance  through  State  survey 
agencies  or  accreditation  organizations 
that  conduct  onsite  inspections  utilizing 
these  requirements.  In  order  to 
participate  in  the  Medicare  program, 
ASCs  must  meet  Medicare  standards  as 
determined  by  a  State  agency  or  by  a 
national  accrediting  organization 
approved  by  the  Secretary  and  whose 
standards  meet  or  exceed  the  CfCs. 
Currently,  there  are  four  national 
accreditation  organizations  that  are 
approved  by  the  Secretary: 

•  The  Joint  Commission; 

•  The  American  Association  for 
Accreditation  of  Ambulatory  Surgical  . 
Facilities  (AAAASF); 

•  The  Accreditation  Association  for 
Ambulatory  Health  Care  (AAAHC);  and 

•  The  American  Osteopathic 
Association  (AOA). 

With  respect  to  payment  for  surgical 
procedures  performed  in  a  Medicare- 
certified  ASC,  there  are  two  primary 
elements  to  the  total  cost  of  performing 
a  surgical  procedure:  (a)  The  cost  of  the 
physician’s  professional  services  to 
perform  the  procedure;  and  (b)  the  cost 
of  items  and  services  furnished  by  the 
facility  where  the  procedure  is 
performed  (for  example,  surgical 
supplies,  equipment,  and  nursing 
services).  Payment  for  the  first  element 
is  made  under  the  Medicare  Physician 
Fee  Schedule  (MPFS).  We  address  the 
second  element,  payment  for  the  cost  of 
items  and  services  furnished  by  the 
facility,  in  sections  XV.C.  through  XV.F. 
of  this  document. 

B.  Updates  and  Revisions  to  the  ASC 
Conditions  for  Coverage 

1.  Background 

On  August  31,  2007,  we  published  a 
proposed  rule  in  the  Federal  Register 
entitled  “Medicare  and  Medicaid 
Programs;  Ambulatory  Surgical  Centers, 
Conditions  for  Coverage”  (72  FR  50470). 
In  that  proposed  rule,  we  proposed  to 
revise  the  definitions  of  certain  terms 
used  in  the  ASC  CfCs  set  forth  in  §  416.2 
and  some  of  the  existing  specific  CfCs 
pertaining  to  the  ASC  governing  body 
and  management,  evaluation  of  quality, 
and  laboratory  and  radiologic  services, 
which  are  set  forth  in  §§416.41,  416.43, 
and  416.49,  respectively,  to  reflect 
current  ASC  practices.  In  addition,  we 
proposed  to  add  several  new  CfCs  on 
patient  rights,  infection  control,  and 
patient  admission,  assessment,  and 
discharge  to  promote  and  protect  patient 
health  and  safety. 

The  current  ASC  CfCs  were  originally 
published  on  August  5,  1982  (47  FR 
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34082),  and,  for  the  most  part,  these 
regulations  have  remained  unchanged 
since  that  time.  From  1990  to  2000,  the 
number  of  ASCs  participating  in  the 
Medicare  program  has  increased  at  a 
rate  of  about  175  facilities  a  year.  The 
total  number  of  ASCs  more  than 
doubled  from  1,197  to  2,966  during  this 
10-year  period,  making  ASCs  one  of  the 
fastest  growing  facility  types  in  the 
Medicare  program.  The  annual  volume 
of  procedures  performed  on  both 
Medicare  and  non-Medicare  patients 
has  tripled. 

Currently,  over  5,100  ASCs 
participate  in  the  Medicare  program.^ 
This  growth  is  due  in  part  to  advances 
in  medical  technology  that  allow 
additional  surgical  procedures  to  be 
safely  performed  outside  of  a  hospital 
setting.  This  shift  has  paved  the  way  for 
increasing  numbers  of  procedures  to  be 
performed  in  an  ASC.  The  changes  we 
proposed  are  more  aligned  with  today’s 
ASC  health  care  industry  standards. 

In  addition,  HHS’  health  care 
information  transparency  initiative 
(discussed  more  fully  in  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  67960))  gives  consumers 
what  we  believe  to  be  accessible  and 
useful  information  on  the  price  and 
quality  of  health  care  items  and  services 
so  that  they  can  more  meaningfully 
exercise  choices  in  selecting  health  care. 
In  support  of  this  initiative,  in  August 
2006,  we  announced  the  release  of 
Medicare  payment  information  for  61 
procedures  performed  in  ASCs.  This 
information  is  available  on  the  CMS 
Web  site  at:  http:/ /\vww. cms.hhs.gov/ 
HealthCareConlnit/  and  will  assist 
patients  undergoing  surgical  procedures 
to  select  the  most  appropriate  setting  for 
the  delivery  of  high  quality,  efficient 
care.  The  information  shows 
“Commonly  Performed  Procedures  in 
ASCs”  and  contains  ASC  charges  and 
Medicare  payment  data  for  ASC  facility 
costs  for  a  limited  number  of  services 
administered  in  States  and  counties. 

The  data  are  broken  down  at  the  county. 
State,  and  national  level.  Moreover,  the 
CMS  Web  site  at  http:// 
ww’w.cms. hhs.gov/center/ 
ombudsman. asp  is  available  to  the 
public  and  ASC  patients  to  get 
information  about  the  Medicare  and 
Medicaid  programs,  prescription  drug 
coverage,  and  how  to  coordinate 
Medicare  benefits  with  other  health 
insurance  programs.  The  Web  site  also 

’  Only  comprehensive  rehabilitation  facilities  and 
rural  health  clinics  have  experienced  a  higher  rate 
of  growth.  Office  of  Evaluations  and  Inspections 
(OEI)  analysis  of  Part  B  Medicare  data.  See  Office 
of  Inspector  General  Quality  Oversight  of 
.Ambulatory  Surgical  Centers  Supplemental  Report 
1 :  The  Role  of  Certification  and  Accreditation. 


includes  information  about  filing  a 
grievance  or  complaint. 

Section  109(b)  of  the  MEIA-TRHCA 
(Pub.  L.  109-432)  amended  section 
1833(i)  of  the  Act  to  authorize  the 
Secretary  to  develop  measures  that  are 
appropriate  to  determine  the 
measurement  of  quality  care  (including 
medication  errors)  furnished  by  ASCs 
that  reflect  the  consensus  among 
affpcted  parties  and  to  reduce  the 
annual  payment  update  by  2  percentage 
points  for  any  ASC  that  does  not  submit 
data  on  quality  measures  in  the  form 
and  manner  required  by  the  Secretary. 
These  measures,  to  the  extent  feasible 
and  practicable,  must  include  measures 
set  forth  by  one  or  more  national 
consensus  building  entities  (section 
1833(t)(17)(C)  of  the  Act).  We  refer 
readers  to  section  XVI.H.  of  this  rule  for 
a  more  detailed  discussion  of  these 
measures.  We  expect  Medicare 
beneficiaries  to  receive  high  quality 
surgical  services  and,  for  that  reason,  we 
proposed  a  Quality  Assessment 
Performance  Improvement  (QAPI) 
requirement  as  a  new  condition  for 
coverage  (§416.43).  (We  refer  readers  to 
section  XV.B.2.b.(2)  of  this  final  rule  for 
a  more  detailed  discussion  of  the  QAPI 
provision.) 

2.  Provisions  of  the  Proposed  and  Final 
Regulations 

As  stated  earlier,  the  ASC  CfCs  were 
originally  issued  in  1982.  Most  of  the 
revisions  made  since  then  have  been 
payment-related.  Since  1982,  significant 
innovations  in  ASC  patient  care 
deliverv'  and  quality  assessment 
practices  have  emerged.  In  an  effort  to 
ensure  continued  quality  in  the  ASC 
setting,  in  the  2007  ASC  CfCs  proposed 
rule,  we  proposed  to  revise  three  of  the 
existing  conditions  and  create  three  new 
conditions.  The  proposed  revised 
conditions  are:  Governing  body  and 
management:  Evaluation  of  quality 
(renamed  Quality  Assessment  and 
Performance  Improvement  (QAPI)):  and 
Laboratory  and  radiologic  services.  The 
proposed  new  conditions  are:  Patient 
rights:  Infection  control,  and  Patient 
admission,  assessment,  and  discharge. 
As  .stated  in  the  2007  ASC  CfCs 
proposed  rule  (72  FR  50470),  our 
objective  is  to  achieve  a  balanced 
regulatory  approach  by  ensuring  that  an 
ASC  furnishes  health  care  to  meet 
essential  health  and  quality  standards, 
while  ensuring  that  it  monitors  and 
improves  its  own  performance. 

In  this  section,  we  discuss  the  revised 
and  new  ASC  requirements  that  we 
proposed,  summarize  the  public 
comments  received,  present  our 
responses,  and  set  forth  our  final 
policies. 


a.  Definitions  (§416.2) 

Existing  §416.2  sets  forth  definitions 
for  terms  used  in  the  ASC  CfCs.  We 
proposed  to  revise  the  definition  of 
“Ambulatory  surgical  center”  or  “ASC.” 
In  addition,  we  proposed  to  add  a 
definition  for  “overnight  stay”  to 
§416.2. 

We  proposed  to  revise  the  ASC 
definition  to  read  as  follows: 

Ambulatory  surgical  center  or  ASC 
means  any  distinct  entity  that  operates 
exclusively  for  the  purpose  of  providing 
surgical  services  to  patients  not 
requiring  an  overnight  stay  following 
the  surgical  services,  has  an  agreement 
with  CMS  to  participate  in  Medicare  as 
an  ASC,  and  meets  the  conditions  set 
forth  in  subparts  B  and  C  of  this  part 
[416]. 

We  proposed  to  revise  the  overnight 
stay  definition  to  read  as  follows: 

Overnight  stay  means  the  patient’s 
recovery  requires  active  monitoring  by 
qualified  medical  personnel,  regardless 
of  whether  it  is  provided  in  the  ASC. 
beyond  11:59  p.m.  of  the  day  on  which 
the  surgical  procedure  was  performed. 

In  the  Medicare  cost  reporting  manual 
(Provider  Reimbursement  Manual,  Part 
1,  Section  2205  (Medicare  Patient  Days, 
page  22-16)),  we  have  defined  a 
hospital  inpatient  day  as  beginning  at 
midnight  and  ending  24  hours  later. 
Consistent  with  this  longstanding 
policy,  we  proposed  to  codify  in 
regulations  that  any  patient  whose 
recoveiv'  requires  active  monitoring  by 
qualified  personnel  beyond  11:59  p.m. 
of  the  day  on  which  the  surgical 
procedure  was  performed,  is  a  patient 
who  may  require  hospitalization  or 
more  intensive  care.  Accordingly,  we 
proposed  that  ASCs  that-are  Medicare- 
certified  may  not  keep  patients  beyond 
11:59  p.m.  of  the  day  on  which  the 
surgical  procedure  was  performed. 

In  the  August  2,  2007  final  rule  that 
established  the  revised  ASC  payment 
system  (72  FR  42546),  we  added  in  new 
§  416.166(b)  that  covered  surgical 
procedures  “would  not  typically  be 
expected  to  require  active  medical 
monitoring  and  care  at  midnight 
following  the  procedure.”  In  the  CY 
2007  OPPS/ASC  proposed  rule  and  CY 
2007  OPPS/ASC  final  rule  with  * 
comment  period  (71  FR  49639  and  71 
FR  68168,  respectively),  we  addressed 
the  denial  of  payment  of  an  ASC  facility 
fee  for  any  procedure  for  which 
prevailing  medical  practice  dictated  that 
the  beneficiary  would  typically  be 
expected  to  require  active  paedical 
monitoring  and  care  at  midnight 
following  the  procedure.  We  also  note 
that  the  patient’s  location  at  midnight 
was  a  generally  accepted  standard  for 
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determining  his  or  her  status  as  a 
hospital  inpatient  or  SNF  patient  and,  as 
such,  it  is  reasonable  to  apply  the  same 
standard  in  the  ASC  setting. 

Comment:  Many  commenters 
suggested  that  CMS  keep  the  current 
ASC  definition  as  it  is  currently  written. 
The  commenters  believed  the  proposed 
definition  was  too  restrictive.  Other 
commenters  noted  that  some  ASCs 
operate  on  a  24-hour  basis  and  that  the 
11:59  p.m.  cutoff  time  was  not  in 
keeping  with  current  practice. 

Response:  After  consideration  of  the 
public  comments  received,  we  are  not 
finalizing  the  proposed  definition' of 
“overnight  stay”  and  have  revised  the 
proposed  definition  of  “ASC”  to 
recognize  that  the  hours  of  operation  of 
an  ASC  have  an  impact  on  patient 
discharge  schedules.  In  this  final  rule, 
we  have  defined  “ASC”  to  mean  a 
“distinct  entity  that  operates  exclusively 
for  the  purpose  of  providing  surgical 
services  to  patients  not  requiring 
hospitalization  and  in  which  the 
expected  duration  of  services  would  not 
exceed  twenty-four  hours  following 
admission.  The  entity  must  have  an 
agreement  with  CMS  to  participate  in 
Medicare  as  an  ASC  and  must  meet  the 
conditions  set  forth  in  subparts  B  and  C 
of  this  part  [416].” 

Patients  admitted  to  an  ASC  will  be 
allowed  to  stay  in  the  facility  for  23 
hours  and  59  minutes  starting  at  the 
time  of  admission.  This  policy  will 
create  a  24-hour  rolling  clock  that  will 
allow  ASCs  the  flexibility  to  perform 
procedures  later  in  the  day  or  to  perform 
those  procedures  that  require  more 
lengthy  patient  recovery  times. 

In  summary,  we  are  finalizing  our 
proposal,  with  modification,  to  revise 
the  definition  of  “ASC”  at  §416.2  to 
state  that  an  ASC  means  any  distinct 
entity  that  operates  exclusively  for  the 
purpose  of  providing  surgical  services  to 
“patients  not  requiring  hospitalization 
and  in  which  the  expected  duration  of 
services  would  not  exceed  24  hours 
following  an  admission,”  instead  of 
“patients  not  requiring  an  overnight  stay 
following  the  surgical  services,”  as 
proposed.  There  may  be  rare  instances 
when  a  Medicare  patient  is  required  to 
stay  beyond  24  hours  due  to  an 
unexpected  result  from  a  surgery  that 
would  require  further  monitoring  and 
care.  Such  a  stay  would  be  unplanned 
and  the  ASC  would  continue  to  be 
responsible  for  the  patient  and  provide 
care  until  the  patient  is  stable  and  able 
to  be  discharged  in  accordance  with  the 
ASC  regulations  and  facility  policy. 


b.  Specific  Conditions  for  Coverage 

(1)  Condition  for  Coverage:  Governing 
Body  and  Management  (§416.41] 

The  proposed  Governing  body  and 
management  CfC  was  separated  into 
three  standards  to  more  clearly 
articulate  CMS  expectations.  We  also 
proposed  two  new  items:  First,  the 
governing  body  would  have  oversight 
and  be  accountable  for  the  quality 
assessment  and  performance 
improvement  program;  and  second,  the 
ASC  would  be  expected  to  maintain  a 
written  disaster  preparedness  plan  for 
the  emergency  care  of  patients  to 
address  fire,  natural  disaster,  functional 
failure  of  equipment,  or  other 
unexpected  events  or  circumstances  that 
are  likely  to  threaten  the  health  and 
safety  of  its  patients.  The  ASC  would 
coordinate  the  plan  with  State  and  local 
agencies  and  would  be  responsible  for 
conducting  annual  drills,  written 
evaluations  and  implementation  of  any 
corrections  needed  to  improve  the  plan. 

Comment:  One  commenter  suggested 
the  disaster  preparedness  plan  should 
only  require  ASCs  to  have  a  plan  to 
provide  for  the  emergency  care  of  the 
ASC’s  patients  on  the  premises  during 
events  that  threaten  their  health  and 
safety. 

Response:  We  disagree  with  the 
commenter.  Our  intent  is  for  the  ASC  to 
have  a  disaster  preparedness  plan  in 
place  to  care  not  only  for  the  facility’s 
patients  on  the  premises,  but  also  staff, 
and  others  who  may  be  in  the  facility 
during  an  emergency  if  intervention  is 
needed.  We  belieij^e  that  the  safety  of 
others  in  the  facility  is  not  subject  to 
individual  facility  decisionmaking. 
Therefore,  we  have  revised 
§  416.41(c)(1)  accordingly. 

Comment:  Several  commenters  were 
concerned  that  the  proposed  language  to 
“coordinate”  the  disaster  preparedness 
plan  with  State  and  local  agencies  could 
be  interpreted  by  survey  officials  as  a 
requirement  to  integrate  the  ASC  facility 
into  State  and  local  disaster  relief 
efforts.  The  commenters  recommended 
that  CMS  modify  the  proposed  language 
and  utilize  the  word  “communicate”  as 
an  alternative. 

Response:  After  consideration  of  the 
public  comments  received,  we  are 
retaining  the  proposed  language  at 
§  416.41(c)(2)  as  final,  and  are  requiring 
that  ASCs  coordinate  their  disaster 
preparedness  plan  with  State  and  local 
authorities.  Coordinating  the  plan  with 
State  and  local  authorities  would  assist 
in  overall  planning  efforts  and  would 
make  known  the  availability  of  assets 
and  capabilities  that  exist  during  an 
emergency. 


Comment:  One  commenter  expressed 
support  for  the  requirement  that  the  , 
ASC  conduct  disaster  preparedness 
drills.  However,  the  commenter 
believed  that  to  require  an  ASC  to 
“immediately  implement  any 
corrections”  would  be  unrealistic. 

Response:  We  agree  that  an  overly 
literal  interpretation  of  the  phrase 
“immediately  implement  any 
corrections”  located  at  proposed 
§  416.41(c)(3)  could  be  problematic. 
However,  we  continue  to  believe  an  t 
inordinate  delay  in  addressing  concerns 
with  the  disaster  preparedness  plan 
would  not  be  beneficial.  In  response  to 
the  public  comment,  in  this  final  rule, 
we  have  changed  §416.41  (c)(3)  to  read, 
“The  ASC  conducts  drills,  at  least 
annually,  to  test  the  plan’s  effectiveness. 
The  ASC  must  complete  a  written 
evaluation  of  each  drill  and  promptly 
implement  any  corrections  to  the  plan.” 
We  believe  this  change  will  provide  an 
appropriate  balance  between  urgency  of 
correction  and  thoughtful  planning. 

Comment:  One  commenter  stated  that 
the  reference  to  a  “local”  Medicare- 
participating  or  nonparticipating 
hospital  in  proposed  §  416.41(b)(2)  is 
too  vague  and  suggested  an  alternate 
definition. 

Response:  We  understand  there  have 
been  problems  in  the  past  related  to  the 
definition  of  “local”  when  referring  to 
the  requirement  that  ASCs  must  have  an 
effective  procedure  for  the  immediate 
transfer  to  a  local  Medicare- 
participating  hospital  or  a  local 
nonparticipating  hospital.  We 
specifically  addressed  this  issue  in  the 
ASC  CfCs  proposed  rule  and  are 
reiterating  our  position  here.  The 
definition  of  local  hospital  would 
require  the  ASC  to  consider  the  most 
appropriate  facility  to  which  the  ASC 
would  transport  its  patients  in  the  event 
of  an  emergency.  If  the  closest  hospital 
could  not  accommodate  the  patient 
population  or  the  predominant  medical 
emergencies  associated  with  the  types  of 
surgeries  performed  by  the  ASC,  a  more 
distant  hospital  might  also  meet  the 
“local”  definition.  In  this  case,  transfer 
to  the  more  distant  hospital  would  be 
appropriate.  However,  under  normal 
circumstances,  the  ASC  would  be 
required  to  transfer  patients  to  the 
nearest,  most  appropriate  local  hospital, 
as  transfer  to  a  more  distant  hospital 
could  affect  patient  health. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
the  proposed  revisions  to  §416.41  with 
the  following  modifications. 

In  §  416.41(c)(1)  of  this  final  rule,  we 
have  revised  the  proposed  language  to 
state  that  the  ASC  must  maintain  a 
written  disaster  preparedness  plan  that 
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provides  for  the  emergency  care  of 
patients,  staff,  and  others  in  the  facility 
in  the  event  of  fire,  natural  disaster, 
functional  failure  of  equipment,  or  other 
unexpected  events  or  circumstances  that 
are  likely  to  threaten  “the  health  and 
safety  of  those  in  the  ASC”  instead  of 
the  “health  and  safety  of  its  patients”  as 
proposed. 

In  §  416.41(c)(3)  of  this  final  rule,  we 
have  revised  the  proposed  language  to 
state  that  when  the  ASC  conducts  drills, 
at  least  annually,  to  test  the  disaster 
preparedness  plan’s  effectiveness,  the 
ASC  must  complete  a  written  evaluation 
of  each  drill  and  “promptly”  implement 
any  corrections  to  the  plan,  instead  of 
“immediately”  as  proposed.  (2) 
Condition  for  Coverage:  Quality 
Assessment  and  Performance 
Improvement  (QAPI)  (§416.43) 

The  existing  §416.43,  “Condition  for 
coverage:  Evaluation  of  quality,”  relies 
on  a  reactive  problem-oriented  approach 
to  identify  and  resolve  patient  care 
issues.  Failure  to  meet  this  requirement 
has  consistently  been  one  of  the  top  10 
deficiencies  cited  by  Medicare 
surveyors  nationwide. 

During  the  last  decade,  the  health  care 
industry  has  moved  beyond  the 
problem-oriented,  after-the-fact, 
corrective  approach  of  quality  assurance 
to  an  approach  that  focuses  on  a 
proactive,  preemptive  plan  that 
continuously  addresses  quality 
improvement.  We  proposed  that  each 
ASC  would  develop,  implement,  and 
maintain  an  effective,  continuous 
quality  assessment  and  performance 
improvement  program  that  stimulates  it 
to  constantly  monitor  and  improve  its 
own  performance,  and  to  be  responsive 
to  the  needs,  desires,  and  satisfaction 
levels  of  the  patients  and  families  it 
serves.  The  desired  outcome  of  this 
proposed  requirement  would  be  that  aq 
ASC  improve  its  provision  of  services 
by  proactively  implementing  its  own 
quality  improvement  activities.  With  an 
effective  quality  assessment  and 
performance  improvement  program  in 
place  and  operating  properly,  an  ASC 
would  be  able  to  prevent  the  adverse 
affects  of  care  by  identifying  the 
activities  that  lead  to  poor  patient 
outcomes.  Therefore,  an  ASC  would  be 
free  to  develop  its  own  individualized 
program.  As  proposed,  an  ASC’s  QAPI 
program  would  not  be  judged  against  a 
specific  model. 

The  proposed  QAPI  requirement  was 
divided  into  five  standards.  Under 
standard  §  416.43(a),  “Program  scope,” 
an  ASC’s  quality  assessment  and 
performance  improvement  program 
would  include,  but  not  be  limited  to,  an 
ongoing  program  that  would  be  able  to 
show  measurable  improvement  in 


indicators  that  were  associated  with 
improved  health  outcomes  and  with  the 
identification  and  reduction  of  medical 
errors.  We  expect  that  an  ASC  would 
use  standards  of  care  and  the  findings 
made  available  in  current  literature  to 
select  indicators  to  monitor  its  program. 
The  ASC  would  measure,  analyze,  and 
track  these  quality  indicators,  including 
areas  such  as  adverse  patient  events, 
infection  control  and  other  aspects  of 
performance  that  include  processes  of 
care  and  services  furnished  in  the  ASC. 
(“Adverse  patient  events,”  as  used  in 
the  field,  generally  refer  to  occurrences 
that  are  harmful  or  contrary  to  the 
targeted  patient  outcomes.) 

The  second  proposed  standard  at 
§  416.43(b),  “Program  data,”  would 
require  the  ASC  program  to  incorporate 
quality  indicator  data  into  its  QAPI 
program,  including  patient  care  and 
other  relevant  data  regarding  services 
furnished  in  the  ASC.  We  did  not 
propose  to  require  that  ASCs  use  any 
particular  process  or  outcome  measures. 
Proposed  standard  (b)  also  would 
require  that  data  collected  by  the  ASC, 
regardless  of  the  source  of  the  data 
elements,  would  be  collected  in 
accordance  with  the  detail  and 
frequency  specifications  established  by 
the  ASC’s  governing  body.  Once 
collected,  ASCs  would  analyze  the  data 
to  determine  the  effectiveness  and  safety 
of  its  services,  and  to  identify 
opportunities  for  improvement. 

The  third  standard  as  proposed  at 
§  416.43(c),  “Program  activities,”  would 
require  the  ASC  to  set  priorities  for  its 
performance  improveij^ent  activities 
that  focused  on  high  risk,  high  volume 
and  problem-prone  areas,  that 
considered  the  incidence,  prevalence 
and  severity  of  identified  problems,  and 
that  gave  priority  to  improvement 
activities  that  affected  health  outcomes, 
patient  safety,  and  quality  of  care.  In 
§  416.43(c),  we  also  proposed  to  require 
the  ASC  to  track  adverse  patient  events, 
analyze  their  causes,  implement 
improvements  and  ensure  that  the 
improvements  are  sustained  over  time. 

The  fourth  standard  as  proposed  at 
§  416.43(d),  “Performance  improvement 
projects,”  would  require  the  number 
and  scope  of  improvement  projects  that 
the  ASC  conducted  annually  reflect  the 
scope  and  complexity  of  the  ASC’s 
services  and  operations.  The  ASC  would 
document  what  improvement  projects 
were  being  conducted,  the  reasons  for 
conducting  them,  and  the  measurable 
progress  achieved  on  them. 

Finally,  at  §  416.43(e),  “Governing 
body  responsibilities,”  we  propo.sed  that 
the  ASC’s  governing  body  would  be 
responsible  and  accountable  for 
ensuring  that  the  ongoing  quality 


improvement  program  was  defined, 
implemented,  and  maintained,  and  that 
ASC  resources  were  adequately 
allocated  for  implementing  the  facility’s 
program.  The  governing  body  would 
ensure  that  the  program  addressed 
priorities  for  improved  quality  of  care 
and  patient  safety.  The  governing  body 
would  also  specify  the  frequency  and 
detail  of  the  data  collection  and  ensure 
that  all  quality  improvement  actions 
were  evaluated  for  effectiveness.  It 
would  be  incumbent  on  the  governing 
body  to  lend  its  full  support  to  all  ASC 
quality  assessment  and  performance 
improvement  efforts. 

Comment:  Some  commenters 
indicated  that  the  QAPI  approach  in  the 
2007  ASC  CfCs  proposed  rule  is 
impractical  compared  to  the  existing 
requirement,  “Evaluation  of  quality.” 

Response:  We  disagree  that  the  QAPI 
approach  is  impractical.  The  QAPI  focus 
for  ASCs,  and  other  Medicare-certified 
providers  and  suppliers,  is  aimed  at 
proactively  accessing  the  quality  of  care 
provided  and  improving  health 
outcomes.  A  more  effective  QAPI 
program  will  allow  ASCs  to  improve 
patient  care.  Many  ASCs  have  already 
implemented  a  more  effective  quality 
improvement  program  in  place  of  the 
current  ASC  requirement. 

Comment:  One  commenter  stated  the 
details  of  the  proposed  QAPI  program 
duplicated  the  requirements  imposed  by 
the  accrediting  bodies. 

Response:  As  stated  in  the  preamble 
of  the  2007  ASC  CfCs  proposed  rule, 
one  of  the  intents  of  the  revisions  to  the 
ASC  regulations  is  to  update  some  of  the 
CfCs.  As  such,  the  QAPI  CfC  is  being 
updated  to  reflect  the  current  standards 
of  practice  in  the  ASC  facility  setting. 

We  support  the  ASC  accrediting 
organizations  that  have  adopted 
proactive  quality  improvement 
programs  as  current  standards  of 
practice.  The  consistency  in  philosophy 
between  the  Medicare  ASC.program  and 
those  of  the  accrediting  organizations 
should  be  comforting  to  patients  and 
families.  Moreover,  the  specifics  of  the 
proposed  ASC  program  are  similar  to 
the  quality  improvement  programs  that 
have  been  included  in  the  Medicare 
rules  governing  hospices,  and  that  are 
being  developed  for  other  Medicare 
facilities.  However,  we  did  not 
intentionally  duplicate  material  from 
any  specific  accrediting  organization. 
Because  each  ASC  will  determine  the 
specifics  of  its  program,  any  similarity 
between  it  and  other  QAPI  programs, 
intentional  or  not,  is  irrelev'ant. 

Comment:  Many  commenters 
expressed  enthusiastic  support  for  the 
updated  and  expanded  QAPI  CfC. 
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Response:  VVe  appreciate  the  overall 
support  for  data  collection  and  QAPI. 

We  note  that  the  new  regulation  does 
not  require  ASCs  to  use  electronic 
health  records  or  any  specific  software 
for  data  collection.  ASCs  are  free  to 
choose  the  data  collection  methods  and 
tools  that  best  suit  their  needs.  We  do 
not  believe  that  this  new’  regulation 
imposes  an  undue  burden  on  ASCs 
because  it  does  not  require  them  to 
obtain  sophisticated  data  collection  and 
analysis  computer  programs. 

Comment:  A  few  commenters  ' 
expressed  concerns  as  to  w'hether  State 
surveyors  would  receive  adequate 
training  on  the  new  QAPI  program,  and 
wondered  whether  it  would  be  enforced 
in  a  consistent  manner. 

Response:  A  newly  designed  surveyor 
training  program  is  expected  to  be 
available  online  in  2010,  thus  making 
uniform  training  accessible  to  State 
surveyors.  Once  every  surveyor  is 
exposed  to  the  same  training  program, 
we  expect  the  decisions  surveyors  make, 
based  on  the  findings,  will  be  more 
consistent. 

Comment:  Several  commenters 
submitted  topic  areas  they  would  like  to 
include  in  a  QAPI  program,  such  as 
evaluation  and  documentation  of 
surgical  and  anesthesia  risk,  surgical 
infection  prevention  via  prophylactic 
antibiotic  administration,  utilization  of 
proper  medications  at  admission,  and 
reporting  of  the  number  of  cases 
requiring  transfer  to  hospitals  due  to 
complications. 

Response:  ASCs  may  choose  from 
these  and  other  topic  areas  when 
developing  their  QAPI  programs,  but 
not  to  the  exclusion  of  those  topics  set 
out  at  §  416.43(c). 

Comment:  One  commenter  expressed 
concern  that  the  QAPI  CfCs  could  limit 
the  effectiveness  of  efforts  to  ensure 
safety  because,  if  adopted,  the  new 
regulations  would  allow  ASCs  to 
develop  and  implement  their  own 
standards.  In  addition,  the  commenter 
argued.  State  agencies  would  have  the 
option  to  enforce  such  standards 
differently  among  States.  Another 
commenter  questioned  how  CMS  would 
monitor  the  quality  of  care  being 
provided  across  ASCs. 

Response:  The  proposed  QAPI 
standards  would  serve  as  an  outline  to 
the  ASC  industry  and  will  aid  each  ASC 
in  developing,  implementing  and 
maintaining  its  own  QAPI  program. 
State  survey  agencies  will  be  receiving 
standardized  surveyor  training  to  assist 
in  decreasing  or  eliminating  surveyor 
inconsistency.  In  addition  to  training 
surveyors,  we  will  address  any  surveyor 
inconsistency  through  interpretive 
guidelines.  \Ve  note  that  the  QAPI 


standards  do  not  in  any  way  replace  the 
other  substantive  standards  that  ASCs 
must  meet. 

We  will  monitor  the  quality  of  care 
through  the  results  from  State  survey 
agencies  and  deemed  national 
accreditation  organizations.  The  QAPI 
CfC  reflects  current  industry  standards 
for  evaluating  quality  of  care  and  will 
help  ASCs  adopt  the  universal  approach 
of  a  proactive  program  that  encourages 
facilities  to  make  improvements  that 
will  prevent  patients  from  being 
adversely  affected.  In  the  near  future, 
we  will  require  ASCs  to  report  quality 
measures.  These  quality  measures  will 
be  utilized  to  calculate  whether  ASCs 
receive  full  payment  updates  and  as 
comparative  tools  for  the  industry. 

Comment:  One  commenter  suggested 
that  CMS  include  language  that  would 
require  the  ASC  governing  body  to 
appoint  in  writing  an  appropriately 
trained  individual  to  be  responsible  for 
the  implementation  and  oversight  of  the 
facility’s  QAPI  program. 

Response:  While  some  ASCs  may 
desire  to  assign  a  single  individual  the 
responsibility  of  managing  the  QAPI 
program,  others  may  find  alternate  ways 
that  are  appropriate  to  meet  this 
responsibility.  ASCs,  like  other  health 
entities,  operate  in  ways  that  are 
advantageous  to  their  own  needs.  In 
keeping  with  this  philosophy,  we  are 
not  requiring  that  an  ASC  follow  a 
specific  template  related  to  the 
development  and  management  of  its 
QAPI  program.  We  believe  each  ASC 
should  have  the  flexibility  to  determine 
how  that  program  should  be 
implemented. 

Comment:  One  commenter  suggested 
that  the  QAPI  program  require  a 
leadership  component  and  that  the 
program  include  activities  dealing  with 
high-risk  patients,  adverse  events,  and 
staff  resources. 

Response:  We  agree.  The  QAPI 
oversight  and  accountability 
requirements  are  part  of  the  Governing 
body  and  management  CfC;  therefore, 
leadership  would  be  held  responsible 
for  direct  involvement  in  the  QAPI 
program.  Within  the  revised  QAPI  CfC, 
the  ASC  QAPI  program  would  be 
required  to  set  priorities  for  program 
activities,  focus  on  high-risk,  high- 
volume,  and  problem-prone  areas, 
maintain  an  effective  program  that 
includes  leadership  involvement,  and 
ensure  that  appropriate  resources  are 
allocated  for  an  effective  program. 

Comment:  One  commenter  expressed 
concern  with  the  use  of  the  word 
“annually”  in  proposed  §  416.43(d)(1) 
when  referencing  “distinct” 
improvement  projects  and  questioned 
whether  this  would  require  a  set  of 


separate  and  distinct  projects  every 
year.  In  addition,  the  commenter 
requested  that  the  word  “number”  be 
removed,  to  keep  the  focus  on  the  scope. 

Response:  We  stated  in  the  preamble 
of  the  2007  ASC  CfCs  proposed  rule  that 
we  recognize  that  ASCs  serve  different 
populations  and  provide  different 
services.  The  words  “distinct,” 
“annually,”  and  “number”  are  not  new 
terms  for  the  QAPI  Medicare  regulations 
and  simply  mean  that  when  the  ASC 
conducts  its  projects,  those  projects 
need  to  take  into  consideration  the  types 
of  services  it  furnishes  and  any  other 
aspect  of  its  operation  so  that  the  effort 
is  meaningful.  While  we  would  expect 
that  ASCs  will  engage  in  specific 
projects  on  an  annual  basis,  there  may 
be  a  detailed  project  that  will  require  a 
long  range  approach  and  could  be  the 
project  that  consumes  available  ASC 
resources  for  a  period  of  time,  thus 
making  it  difficult  to  undertake  more 
than  one  project  in  a  particular  year. 

Comment:  One  commenter  stated  that 
the  word  “resources”  in  the  QAPI  CfC 
should  be  enhanced  by  including 
specific  references  to  staff,  time, 
information  systems  and  training. 

Response:  We  agree  that  the  term 
“resources”  should  be  clarified,  and 
therefore,  in  this  final  rule  we  have 
revised  proposed  §  416.43(e)(5)  to  refer 
instead  to  staff,  time,  information 
systems  and  training. 

After  consideration  of  the  public 
comments  received,  and  with  the 
exception  of  §  416.43(e)(5)  and  some 
minor  nonsubstantive  revisions,  we  are 
adopting  the  proposed  revisions  to 
§416.43  as  final,  without  modification. 
In  §  416.43(e)(5),  we  have  modified  the 
proposed  requirement  to  specify  that  the 
governing  body  must  allocate  adequate 
“staff,  time,  information  systems,  and 
training”  to  the  QAPI  program,  instead 
of  “resources,”  as  proposed. 

(3)  Condition  for  Coverage:  Laboratory 
and  Radiologic  Services  (§416.49) 

The  existing  laboratory  and  radiologic 
requirement  is  located  at  §416.49.  We 
proposed  to  divide  the  condition  into  a 
laboratory  standard  and  a  radiologic 
standard.  We  also  proposed  to  modify 
the  radiology  services  standard 
requiring  that  an  ASC  meet  the 
Conditions  for  Coverage  for  Portable  X- 
Ray  Services. 

Comment:  A  few  commenters 
expressed  concern  that  the  proposed 
changes  to  the  radiologic  services 
standard  could  severely  restrict  the 
ability  of  ASCs  to  perform  procedures 
requiring  imaging  guidance.  One 
commenter  stated  the  proposed  changes 
would  also  impose  impractical 
physician  ordering  criteria  and  other 
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requirements  that  are  not  applicable  in 
the  ASC  setting.  In  general,  while 
understanding  CMS’  rationale  for 
presenting  the  proposed  change, 
commenters  believed  that  this  change 
would  disrupt  ASC  operations  on  a 
continuing  scale. 

Response:  The  proposed  change  to  the 
radiologic  services  requirement  was 
intended  to  parallel  the  requirement  in 
the  current  laboratory  standard.  That  is, 
an  ASC  would  be  required  to  obtain 
both  laboratory  and  radiology  services 
from  entities  that  were  already  certified 
in  accordance  with  Medicare 
requirements.  We  believed  this  change 
would  establish  a  higher  level  of  patient 
safety.  We  proposed  to  replace  the 
current  requirement  that  requiies  ASCs 
to  meet  the  hospital  radiology 
department  requirement  (Condition  of 
Participation  for  Hospitals  at  §482.26 — 
Radiologic  Services)  with  the 
requirement  for  ASCs  to  meet  the 
Conditions  for  Coverage  for  Portable  X- 
Ray  Suppliers  (Conditions  for  Coverage 
of  Portable  X-Ray  Services  at  §§  486.100 
through  486.110).  These  requirements 
are  detailed,  thorough,  and  provide  a 
good  foundation  for  the  protection  of 
Medicare  beneficiaries.  However,  it  has 
been  pointed  out  by  many  of  the 
commenters  that  the  proposed 
requirements  are  better  suited  and  more 
practical  for  ASCs  that  perform 
diagnostic  as  opposed  to  imaging 
services,  and  that  the  training 
requirement  for  technicians  was 
problematic.  The  portable  x-ray 
conditions  are  geared  toward  the 
technicians  that  perform  the  technical 
component  of  diagnostic  radiology 
services  without  the  physician  being 
present,  in  contrast  to  ASCs,  where  the 
imaging  guidance  is  provided  under  the 
direct,  personal  supervision  of  the 
surgeon  performing  the  procedure. 

After  consideration  of  the  public 
comments  and  the  impact  of  the 
proposed  change  on  an  ASC’s  daily 
operation,  we  believe  that  the  change 
we  proposed  may  be  overly  restrictive. 
Therefore,  we  are  not  adopting  the 
requirement  in  proposed  §  416.49(b)(2). 
Instead,  we  are  retaining  the  existing 
radiology  services  requirement 
applicable  to  ASCs,  at  §482.26  (Hospital 
Conditions  of  Participation — Radiologic 
services).  These  conditions  include  the 
requirements  for  the  safety  of  patients 
and  personnel,  maintenance  of 
equipment,  and  qualifications  for 
personnel  as  they  relate  to  radiologic 
services.  However,  we  have  maintained 
in  this  final  rule  the  proposed 
formatting  change  that  separates  the 
laboratory  and  radiology  portion  of  the 
existing  §416.49  into  two  standards. 


(4)  Condition  for  Coverage:  Patient 
Rights  (§416.50) 

The  proposed  patient  rights  CfC  was 
divided  into  four  standards.  Under  the 
first  standard,  §  416.50(a),  “Notice  of 
rights,”  the  ASC  would  be  required  to 
provide  the  patient  or  the  patient’s 
representative  with  notice  of  the 
patient’s  rights  in  advance  of  the  date  of 
the  procedure,  in  a  language  and 
manner  that  the  patient  or  patient 
representative  understands.  We 
proposed  the  following:  An  ASC  would 
have  to  post  the  written  notice  of  patient 
rights  in  a  place  or  places  within  the 
ASC  where  patients  or  their 
representatives  are  likely  to  notice  it; 
and  the  notice  of  rights  would  have  to 
include  (1)  the  name,  address,  and 
telephone  number  for  a  representative 
in  the  State  agency  to  whom  patients 
could  report  complaints  about  an  ASC; 
and  (2)  the  Web  site  for  the  Medicare 
Beneficiary  Ombudsman.  We  also 
proposed  that  the  ASC  would  be 
responsible  for  the  following:  Providing 
the  patient  (or  his  or  her  representative) 
with  verbal  and  written  information 
concerning  its  policies  on  advance 
directives:  establishing  procedures  for 
documenting  the  existence,  submission, 
investigation  and  disposition  of  a 
patient’s  written  or  verbal  grievance  to 
the  ASC;  fully  documenting  all  alleged 
violations/grievances;  and  specifying 
timeframes  for  the  grievance  process 
regarding  review  of  the  grievance  and 
provision  of  a  response. 

The  second  proposed  standard  at 
§  416.50(b),  "Exercise  of  rights  and 
respect  for  property  and  person,” 
specifies  the  patient’s  right  to  exercise 
his  or  her  rights  without  being  subject 
to  discrimination  or  reprisal.  It  also 
specifies  the  patient’s  right  to  voice 
grievances  regarding  treatment  or  care 
that  is  (or  fails  to  be)  furnished  by  the 
ASC;  the  patient’s  right  to  be  fully 
informed  about  a  treatment  or  procedure 
and  about  the  expected  outcome;  the 
patient’s  right,  if  adjudged  incompetent 
under  State  law  by  a  court  of  proper 
jurisdiction,  to  have  his  or  her  rights 
exercised  by  the  person  appointed 
under  State  law  to  act  on  tbe  patient’s 
behalf;  and  the  patient’s  right,  if  a  State 
court  has  not  adjudged  a  patient 
incompetent,  to  any  legal  representative 
designated  by  tbe  patient  in  accordance 
with  State  law  to  exercise  tbe  patient’s 
rights  to  the  extent  allowed  by  State 
law. 

The  third  proposed  standard  at 
§  416.50(c),  “Privacy  and  safety,”  would 
require  the  ASC  to  acknowledge  the 
patient  has  the  right  to  personal  privacy, 
the  right  to  receive  care  in  a  safe  setting. 


and  the  right  to  be  free  from  all  forms 
of  abuse  or  harassment. 

The  fourth  proposed  standard  at 
§  416.50(d),  “Confidentiality  of  clinical 
records,”  would  require  the  ASC  to 
acknowledge  the  patient’s  right  expect 
that  his  or  her  clinical  records 
maintained  by  the  ASC  will  be  held  in 
strict  confidentiality.  We  also  proposed 
that  access  to  or  release  of  patient 
information  and  clinical  records  is 
permitted  only  with  written  consent  of 
the  patient  or  the  patient’s 
representative  or  as  authorized  by  law. 

Comment:  Some  commenters  believed 
CMS  should  allow  more  flexibility  for 
ASCs  to  develop  their  own  process  for 
apprising  patients  of  their  rights. 

Several  of  the  commenters  referred  CMS 
to  the  Title  VI,  Prohibition  Against 
National  Origin  Discrimination — 
Persons  with  Limited-English 
Proficiency  (42  U.S.C.  2000d  et  seq.). 
One  commenter  referred  CMS  to  tbe 
Hospital  conditions  of  participation. 
Both  laws  permit  facility  flexibility  in 
informing  the  patient,  or  when 
appropriate,  the  patient’s  representative, 
about  the  patient’s  rights.  These 
commenters  pointed  out  that  Title  VI 
specifies  that  the  extent  of  the  facility’s 
obligation  to  provide  written  translation 
of  documents  should  be  determined  by 
tbe  recipient  on  a  case-by-case  basis. 
They  also  believed  that  ASCs’  flexible 
options  could  include  such  methods  as 
posting  signs  and  providing  information 
in  patient  brochures. 

Response:  We  agree  that  facilities 
should  have  flexibility  in  informing 
patients  of  their  rights.  We  also  believe 
that  when  a  patient  undergoes  a  surgical 
procedure  at  an  ASC  that  has  some 
physical  risk,  even  a  slight  risk,  the 
patient  needs  to  be  able  to  have 
information  at  hand  that  explains  the 
procedure(s)  at  least  in  a  general  way. 
Therefore,  we  are  retaining  the  proposed 
requirement  that  the  ASC  must  post  the 
written  notice  of  patient  rights  in  a 
place  or  places  within  the  ASC  likely  to 
be  noticed  by  patients  (or  their 
representatives,  if  applicable)  waiting 
for  treatment.  We  also  are  retaining  the 
proposed  requirement  that  the  patient 
be  informed  verbally  and  in  writing. 

The  written  portion  may  be  a  printed 
information  sheet  or  other  more 
sophisticated  documents.  The  document 
needs  to  include  basic  information  as 
required  by  §  416.50.  It  may  not  be 
practical  for  an  ASC  to  have  available  a 
printed  patient  rights  information 
document  in  the  language  that  every 
patient  can  understand.  However,  it  is 
expected  that  where,  a  written 
document  is  not  practical  the  ASC 
would  make  certain  that  its  verbal 
explanation  is  clear  and  thorough.  HHS 
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has  published  guidance  on  serving 
individuals  with  limited  English 
proficiency  in  the  Federal  Register  at  67 
FR  4968  (February  1,  2002). 

Comment:  Several  commenters 
believed  that  the  Patient  rights 
condition  for  coverage  is  too 
prescriptive  and  could  create 
administrative  burdens  which  would 
negatively  affect  the  delivery  of  care. 
These  commenters  suggested  CMS 
delete  the  phrase  “post  the  written 
notice.”  They  also  recommended  that 
CMS  adopt  a  broader  interpretation  of 
the  phrase  “informing  the  patient  or 
patient  representative.” 

Response:  Patient  rights  and  the 
explanation  of  patient  rights  are 
important  elements  in  this  and  other 
Medicare  health  and  safety  rules.  We 
agree  that  procedures  that  ASCs  must 
follow  should  be  the  least  prescriptive 
possible.  That  is  why  we  have  not  been 
explicit  in  detailing  the  specifics  of  the 
verbal  and  written  information  that 
needs  to  be  included  when  informing 
patients  of  their  rights.  Regarding  the 
commenters’  suggestion  to  broaden  the 
interpretation  of  “informing  the  patient 
or  patient  representative,”  we  believe 
the  proposed  language  is  appropriate 
and  we  are  retaining  the  language  in  this 
final  rule. 

Comment:  Several  commenters  agreed 
that  disclosure  of  a  physician’s 
ownership  interest  in  a  facility  is 
critical,  but  believe  patients  should  be 
notified  of  this  financial  interest  at  the 
point  of  physician  referral  and  not 
burden  the  ASC.  The  commenters 
expressed  concern  that  if  a  beneficiary 
is  not  told  of  a  physician’s  financial 
interest  until  a  procedure  is  scheduled, 
the  beneficiary  may  feel  uncomfortable 
requesting  an  alternative  physician  or 
alternative  facility  for  fear  of  offending 
the  surgeon.  They  also  asserted  that 
seeking  an  alternative  physician  or 
facility  could  delay  the  procedure. 

Response:  While  it  may  be 
advantageous  to  patients  to  know  as 
early  as  possible  if  their  physician  has 
an  ownership  interest  in  the  ASC,  we 
are  unable  to  require  physicians  to 
impart  that  information  because  we  do 
not  regulate  physician  offices. 

Comment:  Several  commenters 
suggested  that  the  requirement  to 
propose  written  ownership  disclosure 
information  to  patients  prior  to  the  first 
visit  embodies  the  potential  to 
needlessly  disrupt  patient  care,  and 
inconvenience  patients.  Commenters 
recommended  that  CMS  adopt  the 
requirement  that  ownership  information 
be  made  available  to  patients  upon 
request  or  that  it  be  posted  in  the 
facility. 


Response:  Our  proposal  to  require 
ASCs  to  be  responsible  for  physician 
disclosure  of  financial  interests  in  or 
ownership  of  an  ASC  is  based  on  our 
existing  rules  set  out  at  42  CFR  Part 
420 — Program  Integrity.  Our  goal  is  to 
assist  Medicare  beneficiaries  in  their 
efforts  to  make  informed  health  care 
decisions  through  disclosure  of  all 
pertinent  treatment  information,  and  to 
achieve  a  basic  level  of  knowledge 
across  provider  settings. 

We  did  not  propose  to  specify  in  the 
2007  ASC  CfCs  proposed  rule  how'  the 
ownership  disclosure  information 
would  be  provided  to  the  patient,  only 
that  it  would  be  provided  in  wTiting 
prior  to  the  first  visit  to  the  ASC.  To 
respond  to  commenters’  concerns,  we 
have  revised  the  proposed  regulation 
text  to  require  that  the  ASC  must  notify 
the  patient  in  advance  of  the  date  of  the 
procedure  regarding  physician 
ownership  (for  example,  it  could  be  at 
the  same  time  that  the  ASC  provides  the 
package  of  information  regarding  pre- 
surgical  testing  for  the  planned  ASC 
surgical  procedure).  Patients  scheduled 
for  a  surgical  procedure  at  an  ASC 
almost  always  receive  a  package  of 
information  containing  pre-surgical 
testing  and  physical  examination 
requirements  to  which  patients  need  to 
adhere.  We  believe  that  a  simple  “check 
box”  form  could  be  included  in  this 
information  packet,  for  example, 
specifying  whether  the  referring 
physician  has  a  financial  interest  in  the 
facility. 

Comment:  Several  commenters 
suggested  that  ASCs  should  not  be 
required  to  comply  with  an  advance 
directive  requirement  because  ASCs 
perform  elective  surgeries  and  because 
ASC  staff  are  dedicated  to  doing 
everything  within  their  power  and 
training  to  ensure  a  patient  survives  the 
procedure.  These  commenters  further 
stated  that  because  Medicare  does  not 
pay  for  surgical  procedures  in  the  ASC 
that  pose  a  significant  risk  to 
beneficiaries,  it  is  not  necessary  to 
require  an  advance  directives  policy  for 
ASCs. 

The  commenters  also  expressed 
concern  that  a  patient  arriving  only  90 
minutes  in  advance  of  an  ASC 
procedure  would  not  have  sufficient 
time  within  which  to  complete  an 
advance  directive  in  addition  to  the 
other  forms  that  he  or  she  may  be 
required  to  complete.  Instead,  the 
commenters  suggested  that  advance 
directives  could  be  made  available  by 
the  ASC  for  the  patients  to  obtain  and 
read  at  their  leisure  prior  to  the 
procedure.  The  commenters  further 
stated  that  the  proposed  requirements 
would  be  financially  burdensome. 


Response:  Virtually  all  Medicare 
providers  and  suppliers  have  an 
advance  directive  requirement,  with  the 
exception  of  ASCs  and  rural  health 
clinics.  We  agree  that  explaining  an 
advance  directive  to  patients  prior  to 
surgery  could  be  cumbersome 
depending  upon  the  patient’s  level  of 
understanding  and  other  circumstances. 
However,  we  also  believe  that  patient 
health  and  safety  must  be  the  primary 
consideration  in  determining  whether  to 
have  ASCs  assume  some  responsibility 
for  an  advance  directive  requirement. 

We  considered  the  policies  behind  the 
Consumer  Bill  of  Rights  and 
Responsibilities  (CBRR),  which 
recommended  measures  to  promote  and 
assure  health  care  quality  and  value  and 
to  protect  consumers  and  workers  in  the 
health  care  system.  We  were  interested 
in  whether  ASC  patients  should  be 
treated  differently  than  other  patients  by 
virtue  of  the  fact  that  the  surgical 
procedures  they  undergo  are  voluntary 
and  are  provided  exclusively  on  an 
ambulatory  basis.  CBRR  is  very  specific 
in  stating  that  consumers  must  be  able 
to  discuss  advance  directives  with  their 
health  care  provider.  We  concur. 
Although  surgical  procedures  performed 
at  ASCs  are  elective,  in  the  event  that 
any  unforeseen  complications  arise  that 
require  transferring  the  patient  to  a 
hospital,  an  advance  directive  could  be 
important  upon  the  patient’s  arrival  at 
the  hospital.  To  ensure  consumers’ 
rights  and  ability  to  participate  in 
treatment  decisions,  we  believe  that 
ASC  health  care  personnel  should 
discuss  the  use  of  advance  directives 
with  patients  and  their  designated 
family  members.  Discussing  advance 
directives  with  patients,  regardless  of 
the  health  care  setting,  is  becoming  the 
standard  of  practice.  To  actively 
participate  in  decisionmaking  about 
their  care,  consumers  must  have 
complete  information  about  their 
treatment  options,  including  the 
alternative  of  no  intervention,  as  well  as 
the  risks,  benefits,  and  consequences  of 
any  options.  Conversely,  a  health  care 
provider  may  indicate  that  it  is  against 
its  policy  to  comply  with  certain 
advance  directives.  When  such 
conscience  objections  are  expected  to 
occur,  patients  should  be  made  aware  of 
it  in  advance  of  the  date  of  the 
procedure.  As  is  the  case  with  patient 
rights  information,  advance  directive 
forms  can  be  mailed  in  the  same  packet 
to  patients. 

Comment:  Several  commenters  were 
critical  of  the  proposed  requirement  that 
ASCs  report  substantiated  and 
unsubstantiated  complaints  to  State  and 
local  authorities.  The  commenters 
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argued  that  unsubstantiated  complaints 
should  not  be  reported,  as  this  might 
cause  inappropriate  disclosure  of 
confidential  information.  Commenters 
recommended  revising  this  provision  to 
require  that  all  allegations  of  neglect  be 
promptly  reported  to  a  person  in 
authority  at  the  ASC.  The  commenters 
indicated  that  if  the  ASC  determined 
that  the  grievance  constituted  a 
violation  of  applicable  laws,  regulations, 
or  health  care  program  requirements, 
the  ASC  would  then  report  the 
allegation(s)  to  appropriate  State  and/or 
local  authorities. 

Response:  We  agree  with  the 
commenters.  In  this  final  rule,  we  have 
revised  the  proposed  “Submission  and 
investigation  of  grievances”  requirement 
at  §  416.50(a)(3){iv)  to  specify  that  only 
substantiated  allegations  must  be 
reported  to  State  and/or  local 
authorities. 

Comment:  Commenters  believed  that 
confidentiality  of  clinical  records 
creates  unnecessary  confusion  with  the 
more  comprehensive  HIPAA  privacy 
standards  applicable  to  ASCs.  They 
believed  that  permitting  access  to  or 
release  of  patient  records  only  with  the 
patient’s  written  consent  is  more 
stringent  than  the  HIPAA  standards, 
which  permit  routine  disclosures 
without  patient  consent  for  purposes  of 
payment,  treatment,  and  health  care 
operations.  These  commenters 
recommended  instead  that  CMS  develop 
a  new  standard  which  cross-references 
the  HIPAA  standard  for  confidentiality 
of  clinical  records. 

Response:  We  agree  with  these 
commenters  and  in  this  final  rule  have 
revised  the  proposed  regulation  at 
§  416.50(d)  to  reflect  a  cross-reference  to 
the  HIPAA  standards  at  45  CFR  Parts 
160  and  164. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
the  proposed  revisions  to  §  416.50  with 
modifications  to  the  following 
provisions. 

In  §  416.50(a)(1),  we  have  made 
editorial  revisions,  using  the  phrase  “in 
advance  of  the  date  of  the  procedure” 
instead  of  the  proposed  phrase  “prior  to 
furnishing  care  to  the  patient  and”. 

We  have  made  two  editorial  revisions 
to  §  416.50(a)(l)(i):  First,  to  refer  to  the 
“The  ASC’s”  notice  of  rights:  and 
second,  to  refer  to  the  correct  name  of 
the  Office  of  the  Medicare  Beneficiary 
Ombudsman. 

In  §  416.50(a)(l)(ii).  we  have  made  a 
minor  editorial  revision  to  the  proposed 
first  sentence,  using  the  phrase  “where 
applicable,”  instead  of  the  proposed 
phrase  “if  applicable”. 

In  §§416.50(a)(2)(i)  and  (b)(2),  we 
have  changed  references  to  “applicable 


State  law”  to  specify  “applicable  State 
health  and  safety  laws”. 

In  §416.50(a)(3)(iv),  we  added  the 
words  “Only  substantiated”  to  specify 
tbe  types  of  allegations  that  must  be 
reported  to  “State  or  local  authorities,  or 
both”. 

In  §  416.50(d),  we  have  revised  the 
paragraph  to  reflect  a  cross-reference  to 
the  HIPAA  standards  at  45  CFR  Parts 
160  and  164. 

(5)  Condition  for  Coverage:  Infection 
Control.  (§416.51) 

The  proposed  infection  control  CfC 
was  divided  into  two  standards.  Under 
standard  §  416.51(a),  “Sanitary 
environment,”  we  would  require  the 
ASC  to  provide  a  functional  and 
sanitary  environment  for  the  provision 
of  surgical  services  by  adhering  to 
professionally  acceptable  standards  of 
practice.  We  proposed  to  allow  the 
ASCs  to  have  flexibility  in  designing 
their  own  infection  control  program  that 
would  meet  CMS  regulations  and  also 
meet  the  needs  of  their  particular 
facility.  The  second  proposed  standard 
at  §  416.51(b),  “Infection  control,” 
would  require  the  ASC  to  maintain  an 
ongoing  program  designed  to  prevent, 
control,  and  investigate  infections  and 
communicable  diseases.  The  program 
would  be  required  to  designate  a 
qualified  professional  who  has  training 
in  infection  control,  integrate  the 
infection  control  program  into  the  ASC’s 
QAPI  program  and  be  responsible  for 
providing  a  plan  of  action  for 
preventing,  identifying  and  managing 
infections  and  communicable  diseases 
and  for  immediately  implementing 
corrective  and  preventive  measures  that 
result  in  improvement.  Because  the 
prevention  and  control  of  infection  is  so 
critically  important  to  overall  patient 
and  staff  health  and  safety,  we  have 
proposed  to  elevate  the  current 
standard-level  requirement  to  a 
condition-level  requirement  and  expand 
the  requirements  to  include  the 
designation  of  a  qualified  professional 
to  direct  the  infection  control  program. 

Comment:  One  commenter 
recommended  that  CMS  include 
language  that  requires  the  ASC  to  base 
its  policies  for  its  infection  control 
program  on  nationally  recognized 
guidelines  and  standards.  Another 
commenter  also  suggested  the  use  of 
nationally  recognized  guidelines  as  the 
basis  for  ASC  selection  of  approved  and 
scientifically  based  methods  and 
equipment  for  cleaning,  disinfection 
and  sterilization  as  outlined  in 
nationally  recognized  guidelines. 

Response:  In  this  final  rule,  we  have 
revised  proposed  §4 16.51(b)  to  add  a 
provision  to  read,  “In  addition,  tbe 


infection  control  and  prevention 
program  must  include  documentation 
that  the  ASC  has  considered,  selected, 
and  implemented  nationally  recognized 
infection  control  guidelines.”  As  stated 
in  the  preamble  to  the  2007  ASC  CFCs 
proposed  rule  (72  FR  50477),  we  expect 
ASCs  to  utilize  nationally  recognized 
and  approved  standards  and  guidelines 
for  their  infection  control  procedures. 
We  stated  that  we  did  not  want  to 
restrict  an  ASC’s  flexibility  in  utilizing 
the  guidelines  that  best  suited  its 
method  of  operation  and,  therefore, 
have  chosen  not  to  accept  the  comment 
that  we  select  specific  infection  control 
methods  as  requirements. 

Comment:  A  few  commenters  asked 
for  clarification  regarding  the 
requirement  that  the  designated 
professional  have  training  in  infection 
control.  One  commenter  suggested  the 
inclusion  of  examples  of  nationally 
recognized  organizations  that  ASCs  may 
seek  out  for  guidance  and  continuing 
education.  Other  commenters  suggested 
the  designated  infection  control 
individual  be  identified  as  an  infection 
control  professional  rather  than 
infection  control  officer. 

Response:  We  are  not  mandating  one 
specific  set  of  guidelines  or  infection 
and  control  standards  that  an  ASC  must 
employ  but  rather,  it  must  consider, 
select  and  implement  from  nationally 
recognized  guidelines.  The  preeminent 
organization  that  addresses  infection 
issues  is  the  Centers  for  Disease  Control 
and  Prevention.  Hospitals  and  hospital 
organizations  as  well  as  national  health 
care  organizations  also  would  have 
information  regarding  infection  control. 
Training  in  infection  control  is  available 
through  a  variety  of  services  such  as 
health  care  organizations,  professional 
associations,  and  government  entities. 
For  example,  an  ASC  could  obtain 
information  from  the  Healthcare 
Infection  Control  Practice  Advisory 
Committee  (HICPAC),  Occupational 
Safety  and  Health  Administration 
(OSHA),  Association  for  Professionals  in 
Infection  Control  and  Epidemiology 
(APIC),  Society  for  Healthcare 
Epidemiology  of  America  (SHEA), 
Association  of  PeriOperative  Registered 
Nurses  (AORN)  and/or  the  Association 
for  the  Advancement  of  Medical 
Instrumentation  (AAMI).  At  this  time, 
we  will  continue  to  allow  the  ASCs  the 
flexibility  in  setting  up  the  infection 
control  program  in  a  manner  which  best 
meets  the  organization’s  needs. 
Moreover,  we  expect  that  the  ASC  will 
be  able  to  provide  verification  of  staff 
training  and  current  competency  related 
to  infection  control  standards  of 
practice. 
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We  do  not  find  that  it  is  necessary  to 
associate  a  title  with  the  qualified 
professional  who  directs  the  program. 

Comment:  Several  commenters 
requested  flexibility  in  designating  an 
infection  control  professional  to  serve 
multiple  facilities  that  are  under 
common  ownership. 

Response:  There  may  be  rationale  for 
those  ASC  facilities  that  are  under 
common  ownership  to  utilize  a  single 
infection  control  professional  to  direct 
more  than  one  facility  program 
concurrently.  However,  we  believe  that 
this  type  of  arrangement  would 
potentially  hinge  on  the  proximity  of 
the  ASCs  to  each  other,  the  frequency  of 
onsite  visits  by  the  designated 
individual,  and  the  ability  of  each 
facility  to  respond  to  an  infection 
control  issue  in  a  timely  manner.  We 
will  address  these  and  other  issues  in 
more  detail  in  subregulatory  guidance. 

Comment:  One  commenter  questioned 
the  rationale  for  elevating  infection 
control  to  the  condition  level.  A 
commenter  noted  that  requiring  the 
program  to  be  under  the  direction  of  a 
designated  professional  who  has 
training  in  infection  control,  should  not 
be  necessary  in  the  smaller  ASC  setting. 

Response:  The  infection  control 
requirement  located  at  §  416.44(a)(3) 
currently  requires  both  large  and  small 
ASC  organizations  to  establish  a 
program  for  identifying  and  preventing 
infections,  maintaining  a  sanitary 
environment,  and  reporting  the  results 
to  appropriate  authorities.  Considering 
the  huge  growth  in  the  ASC  industry 
since  we  issued  the  current  ASC 
regulations  in  1982,  we  believe  that 
infection  control  in  a  surgical  facility 
should  be  a  high  priority.  All  ASCs, 
regardless  of  size,  must  therefore  have 
an  infection  control  program  where  the 
person  in  charge  is  knowledgeable  and 
is  aware  of  current  advances  in  the  field. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
the  proposed  revisions  to  §416.51,  with 
some  modification. 

In  the  introductory  test  of  §416.51, 
we  have  revised  an  editorial  change  to 
the  proposed  language,  using  the  phrase 
“The  ASC,”  instead  of  the  proposed 
phrase  “The  Ambulatory  Surgical 
Center  (ASC).”  We  are  not  adopting  the 
proposed  ending  phrase  “for  patients 
and  ASC  staff’.  Thus,  the  final  language 
of  the  introductory  text  reads:  “The  ASC 
must  maintain  an  infection  control 
program  that  seeks  to  minimize 
infections  and  communicable  diseases.” 

In  §  416.51(b),  we  have  added  a 
sentence  to  the  proposed  requirements 
for  infection  control  which  states,  “In 
addition,  the  infection  control  and 
prevention  program  must  include 


documentation  that  the  ASC  has 
considered,  selected,  and  implemented 
nationally  recognized  infection  control 
guidelines.” 

(6)  Condition  for  Coverage — Patient 
Admission,  Assessment,  and  Discharge 
(§416.52) 

The  proposed  admission,  assessment 
and  discharge  requirement  identified 
the  three  general  areas  that  would  be 
applicable  to  a  surgical  procedure  and 
the  timeframes  for  completing  the 
assessments  to  help  ASCs  ensure  they 
are  identifying  patient  issues  and  needs 
in  a  timely  and  safe  manner. 

The  proposed  patient  admission, 
assessment  and  discharge  condition  was 
divided  into  three  standards.  The  first 
standard,  §  416.52(a),  “Admission  and 
pre-surgical  assessment,”  would  require 
the  patient  to  have  a  comprehensive 
medical  history  and  physical 
assessment  completed  by  a  physician  or 
other  qualified  practitioner  in 
accordance  with  State  law  and  ASC 
policy  not  more  than  30  days  before  the 
date  of  the  scheduled  surgery.  The 
purpose  of  this  medical  history  and 
physical  assessment  not  more  than  30 
days  before  the  date  of  the  scheduled 
surgery  is  to  ensure  the  medical 
professionals  at  the  ASC  have  up-to-date 
and  pertinent  patient  information 
available.to  perform  safe  and  effective 
surgical  procedures.  In  the  second 
standard,  §  416.52(b),  “Post-surgical 
assessment,”  we  proposed  that  a 
thorough  assessment  of  the  patient’s 
post-surgical  condition  must  be 
completed  and  documented,  and  that 
any  post-surgical  needs  are  addressed 
and  included  in  the  discharge  notes.  In 
the  third  standard,  § 416.52(c), 
“Di.scharge,”  we  proposed  that  the  ASC 
must  provide  each  patient  with  written 
discharge  instructions;  ensure  the 
patient  has  a  safe  transition  to  home; 
ensure  post-surgical  needs  are  met; 
ensure  each  patient  has  a  discharge 
order;  and  ensure  the  discharge  order 
indicates  the  patient  has  been  evaluated 
for  proper  anesthesia  and  medical 
recovery. 

Comment:  The  majority  of 
commenters  supported  the  overall  goals 
of  the  proposed  patient  admission, 
assessment,  and  discharge  requirement. 
Several  commenters  suggested  the 
removal  of  the  specific  language,  “who 
performed  the  surgery  or  procedures 
unless  otherwise  specified  by  State  law” 
found  in  proposed  §  416.52(c)(3). 

Several  other  commenters  questioned 
the  rationale  for  the  addition  of  the 
condition  itself  and  believed  the 
requirement  is  more  stringent  than  that 
developed  by  accrediting  bodies. 


Response:  After  consideration  of  the 
public  comments  received  and  further 
review  of  the  existing  standards  for 
assessment,  anesthesia  evaluation,  and 
discharge,  we  have  modified  some  of 
our  proposed  requirements  in  this  final 
rule.  We  are  not  adopting  that  portion 
of  proposed  §  416.52(a)(2)  that  would 
require  the  pre-surgical  assessment  to 
include  a  determination  of  the  patient’s 
mental  ability  to  undergo  surgery.  This 
may  be  beyond  the  scope  of  a  surgical 
team. 

Comment:  Several  commenters  argued 
that  CMS  should  not  require  ASCs  to 
assess  a  patient’s  subjective  “mental 
ability”  to  undergo  surgery,  especially 
where  such  an  assessment  conflicts  with 
the  legal  right  of  a  patient  to  make  his 
or  her  own  health  care  decisions  or  to 
have  those  decisions  made  by  his  or  her 
designated  representatives  rather  than 
by  health  care  providers.  One 
commenter  had  two  suggestions.  The 
first  was  that  CMS  change  the  language 
at  proposed  §  416.52(a)(1)  to  include  the 
requirement  that  the  physician  who  will 
be  performing  the  procedure  complete 
the  comprehensive  history  and  physical 
assessment,  and  that  if  the  physician 
delegates  this  responsibility  to  another 
physician,  such  as  the  primary  care 
physician,  the  operating  physician 
review  and  authenticate  the  assessment 
prior  to  the  date  of  surgery.  Secondly, 
the  commenter  requested  that  CMS 
change  the  language  at  proposed 
§  416.52(a)(3)  to  state  that  “the  patient’s 
medical  history  and  physical 
assessment  must  be  placed  in  the 
patient’s  medical  record  prior  to  the 
patient  being  taken  to  the  operating 
room,”  rather  than  “before  the  surgical 
procedure  is  started.” 

Response:  It  is  customary  for  the 
patient’s  primary  care  physician  to 
perform  the  patient’s  comprehensive 
history  and  physical  assessment,  and  it 
is  also  customary  for  the  operating 
physician  to  determine  from  the  pre- 
surgical  assessment  that  is  based  on  the 
required  history  and  physical 
assessment  requirement  at  §  416.52(a)(2) 
of  the  final  rule  that  the  patient  will  be 
able  to  tolerate  surgery.  We  believe  the 
second  suggestion  of  the  commenter  for 
changes  to  §  416.52(a)(3)  is  a  reiteration 
of  what  was  proposed.  However,  in  the 
final  rule  we  have  changed  the  language 
from  “before  the  surgical  procedure  is 
started”  to  “prior  to  the  surgical 
procedure.” 

Comment:  Some  commenters 
suggested  alternative  language  to  the 
post-surgical  assessment  located  at 
§  416.52(b)(1).  Commenters  stated  that  a 
thorough  assessment  would  require  a 
review  of  all  body  systems  and  that  it  is 
not  standard  practice  to  do  full  body 
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assessments  post-operatively  and  there 
is  no  evidence-based  clinical  rationale 
for  such  a  broad  requirement.  One 
commenter  suggested  that  well-trained 
professional  nurses  are  capable  of 
performing  patient  monitoring  and 
assessment  for  anesthesia  recovery. 

Response:  We  agree  and  in  this  final 
rule  have  revised  the  requirement  to 
allow  for  sufficient  flexibility  based  on 
ASC  policy  to  determine  the  assessment 
appropriate  to  the  nature  and  scope  of 
the  procedure  performed  as  well  as  the 
specific  medical  condition  of  the 
individual  patient.  The  final  regulation 
text  at  §  416.52(b)(1)  reads,  “The 
patient’s  post-surgical  condition  must 
be  assessed  and  documented  in  the 
medical  record  by  a  physician,  other 
qualified  practitioner,  or  a  registered 
nurse  with,  at  a  minimum,  post¬ 
operative  care  experience,  in  accordance 
with  applicable  State  health  and  safety 
laws,  standards  of  practice,  and  ASC 
policy.” 

Comment:  Some  commenters 
indicated  the  requirement  in  the 
proposed  Discharge  standard  at 
§  416.52(c)(2)  that  the  ASC  ensure  that 
the  patient  have  a  safe  transition  to 
home  was  overly  broad  and  opposed  the 
language.  Commenters  were  concerned 
that  the  language  could  be  interpreted  to 
mean  the  ASCs  would  be  obligated  to 
assume  full  responsibility  for 
transporting  patients  to  their  homes 
using  ambulances  or  other  extraordinary 
precautions.  They  stated  that  there  was 
no  way  for  ASCs  to  “ensure”  against  car 
accidents  or  other  events  outside  of 
their  control  that  could  interfere  with  a 
patient’s  safe  transition  to  home. 

Response:  We  agree  that  the  proposed 
language  could  be  construed  too  broadly 
and  that  there  would  be  room  for 
interpretation  about  the  ASCs 
responsibility  for  patients  after  they  had 
left  the  facility  enroute  to  their  home. 
Therefore,  in  this  final  rule  we  have 
removed  that  proposed  requirement  to 
limit  ASC  responsibility. 

Comment:  Many  commenters 
suggested  CMS  move  the  discharge 
language  located  in  the  existing  Surgical 
services  requirement  at  §  416.42(c)  to 
the  new  Patient  admission,  assessment, 
and  discharge  requirement  at  proposed 
§416.52.  Commenters  also 
recommended  that  CMS  expand  the 
requirement  currently  set  out  at 
§  416.42(a)  to  specify  that  other 
qualified  anesthesia  providers,  in 
addition  to  a  physician,  may  evaluate 
each  patient’s  proper  anesthesia 
recovery  before  discharge  from  the  ASC. 
In  addition,  commenters  suggested  that 
CMS  group  all  the  discharge 
requirements  together  in  one  section. 


Response:  As  noted  previously,  we 
have  clarified  and  amended  the 
language  at  proposed  §  416.52(b)(1)  in 
this  final  rule  to  state  that  the  patient’s 
post-surgical  condition  must  be  assessed 
and  documented  in  the  medical  record 
by  a  physician,  other  qualified 
practitioner,  or  a  registered  nurse  with, 
at  a  minimum,  post-operative  care 
experience,  in  accordance  with 
applicable  State  health  and  safety  laws, 
standards  of  practice,  and  ASC  policy. 

In  addition,  it  is  customary  for  the 
operating  physician  to  write  a  discharge 
order  indicating  “the  patient  may  be 
discharged  when  stable.”  Thus,  in  this 
final  rule  we  are  retaining,  with  some 
modification,  the  proposed  language  at  ’ 
§  416.52(c)(2)  which  now  states: 

“Ensure  each  patient  has  a  discharge 
order  signed  by  the  physician  who 
performed  the  surgery  or  procedure  in 
accordance  with  applicable  State  health 
and  safety  laws,  standards  of  practice, 
and  ASC  policy.”  These  modifications 
to  our  proposal  do  not  detract  from  the 
intent  or  value  of  the  requirement. 

Based  on  the  public  comments  we 
received  regarding  proposed 
§  416.52(b)(1)  and  our  corresponding 
changes,  we  believe  a  companion 
change  can  be  made  to  §  416.42.  We 
believe  that  discharged  patients  should 
be  free  of  the  effects  of  anesthesia  to  the 
greatest  extent  possible.  Because  we  are 
permitting  a  physician,  other  qualified 
practitioner,  or  a  registered  nurse  with 
experience  in  post-operative  care  at  a 
minimum  in  §  416.52(b)(1)  to  assess  and 
document  the  patient’s  post-surgical 
condition,  we  believe  that  we  should 
permit  a  qualified  practitioner,  as 
defined  at  §  410.69(b),  to  determine  if 
the  lingering  effects  of  anesthesia 
adversely  affect  discharge  as  noted  in 
proposed  §  416.42(a)(2).  Therefore,  in 
this  final  rule,  we  are  conforming  the 
existing  regulation  at  §  416.42(a)  (we 
refer  readers  to  Subpart  C — Specific 
Conditions  for  coverage — Surgical 
services)  to  the  policy  proposed  at 
§  416.52(c)  of  the  proposed  rule  by 
separating  the  existing  two  sentences 
into  §  416.42(a)(1)  and  §  416.42(a)(2). 
and  we  are  expanding  the  language 
under  paragraph  (a)(2)  to  state  that 
“before  discharge  from  the  ASC,  each 
patient  must  be  evaluated  by  a 
physician  or  by  a  practitioner  qualified 
to  administer  anesthesia  as  defined  at 
§  410.69(b)  of  this  chapter,  in 
accordance  with  applicable  State  health 
and  safety  laws,  standards  of  practice, 
and  ASC  policy,  for  proper  anesthesia 
recovery.”  These  changes  will  provide 
flexibility  for  an  ASC  and  are  reflective 
of  current  practice. 

We  agree  with  the  suggestion  that  we 
group  tbe  discharge  requirements 


together  in  one  section  and  have  moved 
the  requirement  located  at  existing 
§  416.42(c),  “Standard:  Discharge,”  to 
the  new  patient  admission,  assessment 
and  discharge  requirement  at  §416.52 
(c)(3).  As  adopted,  this  paragraph 
requires  the  ASC  to  “Ensure  all  patients 
are  discharged  in  the  company  of  a 
responsible  adult,  except  those  patients 
exempted  by  the  attending  physician.” 

After  consideration  of  the  public 
comments  received,  we  are  adopting  the 
provisions  of  proposed  §  416.52  as  final 
with  modifications  as  discussed  below. 
As  discussed  earlier,  we  also  are 
adopting  revisions  to  §§  416.42(a)  and 
416.42(c)  based  on  public  comments 
received  regarding  proposed  changes  to 
§  416.52(c)  to  conform  them  to  the  final 
policy. 

In  §416.52,  we  revised  the  proposed 
introductory  language  to  state  that,  “The 
ASC  must  ensure  each  patient  has  the 
appropriate  pre-surgical  and  post- 
surgical  assessments  completed  and  that 
all  elements  of  the  discharge 
requirements  are  completed.” 

In  §  416.52(a)(1),  we  have  changed  the 
proposed  language  “State  law  and  ASC 
policy”  to  specify  “applicable  State 
health  and  safety  laws,  standards  of 
practice,  and  ASC  policy”. 

In  §  416.52(a)(2),  we  added  language 
to  state  that  the  pre-surgical  assessment 
must  be  completed  by  a  physician  “or 
other  qualified  practitioner  in 
accordance  with  applicable  State  health 
and  safety  laws,  standards  of  practice, 
and  ASC  policy”  and  that  the 
documented  medical  history  and 
physical  assessment  includes 
“documentation  of  any  allergies  to 
drugs  and  biologicals”.  We  are  not 
adopting  the  proposed  language  that 
would  have  required  that  “The 
assessment  must  include  documentation 
to  determine  the  patient’s  mental  ability 
to  undergo  the  surgical  procedure.” 

In  §  416.52(a)(3),  we  have  changed  the 
language  “before  the  surgical  procedure 
is  started”  to  “prior  to  the  surgical 
procedure”. 

In  §  416.52(b)(1),  we  have  revised  the 
proposed  language  to  state  “The 
patient’s  posKsurgical  condition  must 
be  assessed  and  documented  in  the 
medical  record  by  a  physician,  other 
qualified  practitioner,  or  a  registered 
nurse  with  post-operative  care 
experience  at  a  minimum,  in  accordance 
with  applicable  State  health  and  safety 
laws,  standards  of  practice,  and  ASC 
policy.” 

In  §  416.52(c)(1),  we  have  added 
language  to  state  that  the  ASC  must, 
“Provide  each  patient  with  written 
discharge  instructions  and  overnight 
supplies.  When  appropriate,  make  a 
followup  appointment  with  the 
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physician,  and  ensure  that  all  patients 
are  informed,  either  in  advance  of  their 
surgical  procedure  or  prior  to  leaving 
the  ASC,  of  their  prescriptions,  post¬ 
operative  instructions  and  physician 
contact  information  for  followup  care.” 

In  §  416.52(c)(2),  we  did  not  adopt  the 
proposed  requirement  that  the  ASC 
must  ensure  “the  patient  has  a  safe 
transition  to  home  and  that  the  post- 
surgical  needs  are  met.” 

In  §  416.52(c)(3),  w'e  have  renumbered 
the  proposed  section  as  §  416.52(c)(2) 
and  revised  the  proposed  first  sentence 
to  state  that  the  ASC  must,  “Ensure  each 
patient  has  a  discharge  order,  signed  by 
the  physician  who  performed  the 
surgery  or  procedure  in  accordance  with 
applicable  State  health  and  safety  laws, 
standards  of  practice,  and  ASC  policy.” 

We  are  not  adopting  as  final  ttie 
proposed  language  of  §  416.52(c)(3), 
which  would  have  required  that  “The 
discharge  order  must  indicate  that  the 
patient  has  been  evaluated  for  proper 
anesthesia  and  medical  recovery.”  We 
have  moved  the  provision  of  existing 
§  416.42(c)  to  new  final  §  416.52(c)(3), 
and  made  editorial  revisions  so  that  the 
provision  now  reads,  “Ensure  all 
patients  are  discharged  in  the  company 
of  a  responsible  adult,  except  those 
patients  exempted  by  the  attending 
physician.” 

In  §  416.42(a),  we  have  separated  the 
two  existing  sentences  into  two 
subsections  and  added  language  in  the 
newly  designated  §  416.42(a)(2)  to 
permit  “a  practitioner  qualified  to 
administer  anesthesia  as  defined  at 
§  410.69(b)  of  this  chapter,  in 
accordance  with  applicable  State  health 
and  safety  laws,  standards  of  practice, 
and  ASC  policy”  or  a  physician  to 
evaluate  a  patient  for  proper  anesthesia 
recovery  before  the  patient  is  discharged 
from  the  ASC. 

In  §  416.42(c),  we  have  made  minor 
editorial  revisions  to  the  existing 
requirement  and  moved  the  requirement 
to  new  §  416.52(c)(3). 

c.  Comments  Outside  the  Scope  of  the 
Proposed  Rule 

Comment:  One  comment er  requested 
that  CMS  change  emergency  equipment 
language  to  say  “available  in  the  ASC” 
instead  of  the  current  language 
“available  to  the  operating  rooms.” 
Other  commenters  suggested  that  CMS 
allow  surgeons  to  have  consulting 
privileges  instead  of  admitting 
privileges  at  local  hospitals.  Some 
commenters  suggested  that  CMS  remove 
the  requirement  that  mandates  all  ASCs 
have  a  mechanical  ventilator,  or  exclude 
ASCs  not  administering  general 
anesthesia  from  the  requirement  to  have 
a  ventilator  in  the  ASC.  Some 


commenters  expressed  concern  over  the 
variance  in  State  licensing 
requirements.  One  commenter 
recommended  that  CMS  establish  an 
“ASC  compare”  site  for  comparison  of 
safety  and  quality  of  services.  Other 
commenters  suggested  that  CMS  add 
language  to  allow  other  individuals 
permitted  by  State  law  or  regulation  to 
order  drugs  or  biologicals.  Finally,  one 
commenter  requested  that  CMS  amend 
the  waiting  area  requirement. 

Response:  These  issues  are  outside 
the  scope  of  the  2007  ASC  CfCs 
proposed  rule  and  are  not  addressed  in 
this  final  rule. 

C.  Updates  to  the  Revised  ASC  Payment 
System 

1.  Legislative  Authority  for  the  ASC 
Payment  System 

Section  1832(a)(2)(F)(i)  of  the  Act 
provides  that  benefits  under  Medicare 
Part  B  include  payment  for  facility 
services  furnished  in  connection  with 
surgical  procedures  specified  by  the 
Secretary  that  are  performed  in  an  ASC. 
To  participate  in  the  Medicare  program 
as  an  ASC,  a  facility  must  meet  the 
standards  specified  in  section 
1832(a)(2)(F)(i)  of  the  Act,  which  are  set 
forth  in  42  CFR  Part  416,  Subpart  B  and 
Subpart  C  of  our  regulations.  The 
regulations  at  42  CFR  Part  416,  Subpart 
B  describe  the  general  conditions  and 
requirements  for  ASCs,  and  the 
regulations  at  Subpart  C  explain  the 
specific  conditions  for  coverage  for 
ASCs. 

Section  141(b)  of  the  Social  Security 
Act  Amendments  of  1994,  Public  Law 
103-432,  requires  us  to  establish  a 
process  for  reviewing  the 
appropriateness  of  the  payment  amount 
provided  under  section  1833(i)(2)(A)(iii) 
of  the  Act  for  intraocular  lenses  (lOLs) 
that  belong  to  a  class  of  new  technology 
intraocular  lenses  (NTIOLs).  That 
process  was  the  subject  of  a  final  rule 
entitled  “Adjustment  in  Payment 
Amounts  for  New  Technology 
Intraocular  Lenses  Furnished  by 
Ambulatory  Surgical  Centers,” 
published  on  June  16,  1999,  in  the 
Federal  Register  (64  FR  32198). 

Section  626(b)  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA), 
Public  Law  108-173,  added  section 
1833(i)(2)(D)  to  the  Act,  which  required 
the  Secretary  to  implement  a  revised 
A.SC  payment  system  to  be  effective  not 
later  than  January  1,  2008.  Section 
626(c)  of  the  MMA  amended  section 
1833(a)(1)  of  the  Act  to  require  that, 
beginning  with  implementation  of  the 
revised  ASC  payment  system,  payment 
for  surgical  procedures  furnished  in 


ASCs  shall  be  80  percent  of  the  lesser 
of  the  actual  charge  for  the  services  or 
the  amount  determined  by  the  Secretary 
under  the  revised  payment  system. 

Section  5103  of  the  Deficit  Reduction 
Act  of  2005  (DRA),  Public  Law  109-171, 
amended  section  1833(i)(2)  of  the  Act  by 
adding  a  new  subparagraph  (E)  to  place 
a  limitation  on  payment  amounts  for 
surgical  procedures  in  ASCs.  Section 
1833(i)(2)(E)  of  the  Act  provides  that  if 
the  standard  overhead  amount  under 
section  1833(i)(2)(A)  of  the  Act  for  an 
ASC  facility  service  for  such  surgical 
procedures,  without  application  of  any 
geographic  adjustment,  exceeds  the 
Medicare  payment  amount  under  the 
hospital  OPPS  for  the  service  for  that 
year,  without  application  of  any 
geographic  adjustment,  the  Secretary 
shall  substitute  the  OPPS  payment 
amount  for  the  ASC  standard  overhead 
amount.  This  provision  applied  to 
surgical  procedures  furnished  in  ASCs 
on  or  after  January  1,  2007,  but  before 
the  effective  date  of  the  revised  ASC 
payment  system  (that  is,  January  1, 
2t)08).  Section  109(b)  of  the  Medicare 
Improvements  and  Extension  Act  of 
2006  of  the  Tax  Relief  and  Health  Care 
Act  of  2006  (MIEA-TRHCA),  Public 
Law  109—432,  amended  section  1833(i) 
of  the  Act,  in  part,  by  redesignating 
clause  (iv)  as  clause  (v)  and  by  adding 
a  new  clause  (iv)  to  paragraph  (2)(D)  and 
adding  paragraph  (7)(A),  wliich 
authorize  the  Secretary  to  require  ASCs 
to  submit  data  on  quality  measures  and 
to  reduce  the  annual  update  by  2 
percentage  points  for  an  ASC  that  fails 
to  submit  data  as  required  by  the 
Secretary  on  selected  quality  measures. 
Section  109(b)  of  the  MIEA-TRHCA  also 
amended  section  1833(i)  of  the  Act  by 
adding  new  paragraph  (7)(B),  which 
requires  that  certain  quality  of  care  ' 
reporting  requirements  mandated  for 
hospitals  paid  under  the  OPPS,  under 
section  109(a)  of  the  MIEA-TRHCA,  be 
applied  in  a  similar  manner  to  ASCs 
unless  otherwise  specified  by  the 
Secretary. 

For  a  detailed  discussion  of  the 
legislative  history  related  to  ASCs,  we 
refer  readers  to  the  June  12,  1998 
proposed  rule  (63  FR  32291  through 
32292). 

2.  Prior  Rulemaking 

On  August  2,  2007,  we  published  in 
the  Federal  Register  (72  FR  42470)  the 
final  rule  for  the  revised  ASC  payment 
system,  effective  January  1,  2008.  We 
revised  our  criteria  for  identifying 
surgical  procedures  that  are  eligible  for 
Medicare  payment  when  furnished  in 
ASCs  and  adopted  the  method  we 
would  use  to  set  payment  rates  for  ASC 
covered  surgical  procedures  and 
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covered  ancillary  services  furnished  in 
association  with  those  covered  surgical 
procedures  beginning  in  CY  2008.  In 
that  final  rule,  we  also  established  a 
policy  for  updating  on  an  annual 
calendar  year  basis  the  ASC  conversion 
factor,  the  relative  payment  weights  and 
APC  assignments,  the  ASC  payment 
rates,  and  the  list  of  procedures  for 
which  Medicare  would  not  make  an 
ASC  payment.  We  also  established  a 
policy  for  treating  new  and  revised 
HCPCS  and  CPT  codes  under  the  ASC 
payment  system.  This  policy  is 
consistent  with  the  OPPS  to  the  extent 
possible  (72  FR  42533). 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66827),  we 
updated  and  finalized  the  CY  2008  ASC 
rates  and  lists  of  covered  surgical 
procedures  and  covered  ancillary 
services.  We  also  made  regulatory 
changes  to  42  CFR  Parts  411,  414,  and 
416  related  to  our  final  policies  to 
provide  payments  to  physicians  who 
perform  noncovered  ASC  procedures  in 
ASCs  based  on  the  facility  practice 
expense  (PE)  relative  value  units 
(RVUs),  to  exclude  covered  ancillary 
radiology  services  and  covered  ancillary 
drugs  and  biologicals  from  the 
categories  of  designated  health  services 
(DHS)  that  are  subject  to  the  physician 
self-referral  prohibition,  and  to  reduce 
ASC  payments  for  surgical  procedures 
when  the  ASC  receives  full  or  partial 
credit  toward  the  cost  of  the  implantable 
device. 

3.  Policies  Governing  Changes  to  the 
Lists  of  Codes  and  Payment  Rates  for 
ASC  Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

The  August  2,  2007  final  rule 
established  our  policies  for  determining 
which  procedures  are  ASC  covered 
surgical  procedures  and  covered 
ancillary  services.  Under  §§416.2  and 
416.166,  subject  to  certain  exclusions, 
covered  surgical  procedures  are  surgical 
procedures  that  are  separately  paid 
under  the  OPPS,  that  would  not  be 
expected  to  pose  a  significant  risk  to 
beneficiary  safety  when  performed  in  an 
ASC,  and  that  would  not  be  expected  to 
require  active  medical  monitoring  and 
care  at  midnight  following  the 
procedure  (“overnight  stay”).  We 
adopted  this  standard  for  defining 
which  surgical  procedures  are  covered 
surgical  procedures  under  the  ASC 
payment  system  as  an  indicator  of  the 
complexity  of  the  procedure  and  its 
appropriateness  for  Medicare  payment 
in  ASCs.  We  use  this  standard  only  for 
purposes  of  evaluating  procedures  to 
determine  whether  or  not  they  are 
appropriate  for  Medicare  beneficiaries 
in  ASCs.  Prior  to  the  revised  ASC 


payment  system,  procedures  were 
excluded  from  the  ASC  list  of  covered 
surgical  procedures  based  on  whether 
they  were  expected  to  require  more  than 
four  hours  of  recovery  time.  Both  the 
previous  4-hour  limit  on  the  expected 
length  of  recovery  time  and  the  current 
criterion  related  to  the  expected  need 
for  active  medical  monitoring  at 
midnight  following  the  procedure  were 
based  on  our  longstanding  requirement 
that  procedures  on  the  Medicare  ASC 
list  of  covered  surgical  procedures  do 
not  require  an  extended  recovery  time 
and  do  not  require  an  “overnight”  stay. 

We  defined  surgical  procedures  as 
those  described  by  Category  I  CPT  codes 
in  the  surgical  range  from  10000 
through  69999,  as  well  as  those  Category 
III  CPT  codes  and  Level  II  HCPCS  codes 
that  crosswalk  or  are  clinically  similar 
to  ASC  covered  surgical  procedures  (72 
FR  42478).  We  note  that  we  added  over 
800  surgical  provedures  to  the  list  of 
covered  surgical  procedures  for  ASC 
payment  in  CY  2008,  the  first  year  of  the 
revised  ASC  payment  system,  based  on 
the  criteria  for  payment  that  we  adopted 
in  the  August  2,  2007  revised  ASC 
payment  system  final  rule  as  described 
above  in  this  section.  Patient  safety  and 
health  outcomes  continue  to  be 
important  to  us  as  more  health  care 
moves  to  the  ambulatory  care  setting. 
Therefore,  as  we  gain  additional 
experience  with  the  revised  ASC 
payment  system,  we  are  interested  in 
any  information  the  public  may  have 
regarding  the  comparative  patient 
outcomes  of  surgical  care  provided  in 
ambulatory  settings,  including  HOPDs, 
ASCs,  and  physicians’  offices, 
particularly  with  regard  to  the  Medicare 
population. 

In  the  August  2,  2007  final  rule,  we 
also  established  our  policy  to  make 
separate  ASC  payments  for  the 
following  ancillary  services,  for  which 
separate  payment  is  made  under  the 
OPPS,  when  they  are  provided  integral 
to  ASC  covered  surgical  procedures: 
Brachytherapy  sources;  certain 
implantable  items  that  have  pass- 
thrcfugh  status  under  the  OPPS;  certain 
items  and  services  that  we  designate  as 
contractor-priced,  including,  but  not 
limited  to,  procurement  of  corneal 
tissue;  certain  drugs  and  biologicals; 
and  certain  radiology  services.  These 
covered  ancillary  services  are  specified 
in  §  416.164(b)  and  are  eligible  for 
separate  ASC  payment  (72  FR  42495). 
Payment  for  ancillary  services  that  are 
not  paid  separately  under  the  ASC 
payment  system  is  packaged  into  the 
ASC  payment  for  the  covered  surgical 
procedure. 

The  full  CY  2008  lists  of  ASC  covered 
surgical  procedures  and  covered 


ancillary  services  are  included  in 
Addenda  AA  and  BB,  respectively,  to 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66945  through 
66993  and  67165  through  67188). 

We  update  the  lists  of,  and  payment 
rates  for,  covered  surgical  procedures 
and  covered  ancillary  services,  in 
conjunction  with  the  annual  proposed 
and  final  rulemaking  process  to  update 
the  OPPS  and  ASC  payment  systems 
(§  416.173;  72  FR  42535).  In  addition, 
because  we  base  ASC  payment  policies 
for  covered  surgical  procedures,  drugs, 
biologicals,  and  certain  other  covered 
ancillary  services  on  the  OPPS  payment 
policies,  we  also  provide  quarterly 
updates  for  ASC  services  throughout  the 
year  (January,  April,  July,  and  October), 
just  as  we  do  for  the  OPPS.  The  updates 
are  to  implement  newly  created  Level  II 
HCPCS  codes  and  Category  III  CPT 
codes  for  ASC  payment  and  to  update 
the  payment  rates  for  separately  paid 
drugs  and  biologicals  based  on  the  most 
recently  submitted  ASP  data. 

In  our  annual  updates  to  the  ASC  list 
of,  and  payment  rates  for,  covered 
surgical  procedures  and  covered 
ancillary  services,  we  undertake  a 
review  of  excluded  surgical  procedures, 
new  procedures,  and  procedures  for 
which  there  is  revised  coding,  to 
identify  any  that  we  believe  meet  the 
criteria  for  designation  as  ASC  covered 
surgical  procedures  or  covered  ancillary 
services.  Updating  the  lists  of  covered 
surgical  procedures  and  covered 
ancillary  services,  as  well  as  their 
payment  rates,  in  association  with  the 
annual  OPPS  rulemaking  cycle  is 
particularly  important' because  the 
OPPS  relative  payment  weights  and,  in 
some  cases,  payment  rates,  are  used  as 
the  basis  for  the  payment  of  covered 
surgical  procedures  and  covered 
ancillary  services  under  the  revised  ASC 
payment  system.  This  joint  update 
process  ensures  that  the  ASC  updates 
occur  in  a  regular,  predictable,  and 
timely  manner. 

Comment:  Commenters  provided  a 
number  of  general  suggestions  related  to 
the  ASC  list  of  covered  surgical 
procedures.  They  contended  that  CMS 
should  not  restrict  which  procedures  are 
payable  in  ASCs  any  more  than  CMS 
restricts  which  procedures  are  payable 
in  HOPDs.  The  commenters  also 
enumerated  more  specific  modifications 
that  they  said  would  make  the  ASC 
payment  system  more  equitable.  They 
suggested  that  CMS  allow  payment  for 
procedures  reported  by  unlisted  codes 
when  the  only  possible  procedures 
reported  by  the  unlisted  code  are  from 
anatomic  sites  that  could  not  possibly 
pose  a  potential  risk  to  beneficiary 
safety.  They  gave  as  an  example  of  such 
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an  unlisted  code,  CPT  code  67999 
(Unlisted  procedure,  eyelids).  In 
addition,  the  commenters  recommended 
that  CMS  automatically  evaluate,  for 
addition  to  the  ASC  list  of  covered 
surgical  procedures,  all  procedures  that 
are  removed  from  the  OPPS  inpatient 
list  and  that,  in  all  cases,  CMS  should 
provide  specific  reasons  that  procedures 
are  excluded  from  the  ASC  list  of 
covered  surgical  procedures.  The 
commenters  questioned  why  there  are 
instances  in  which  all  but  one  or  two  of 
the  procedures  in  a  given  APC  are 
included  on  the  ASC  list.  They  stated 
that  the  APCs  are  clinically 
homogeneous  and  that  as  such,  all  of  the 
procedures  in  an  APC  should  be 
determined  either  to  be  excluded  from 
or  included  on  the  ASC  list.  Finally, 
some  commenters  requested  that  ASCs 
be  paid  for  certain  services  outside  the 
CPT  surgical  code  range,  including 
certain  Category  III  CPT  codes  and 
radiology  services  when  packaged 
surgical  procedures  would  also  be 
performed. 

Response:  We  appreciate  the 
commenters’  suggestions  regarding  the 
consistency  of  the  decisions  about 
which  procedures  are  excluded  from  the 
ASC  list.  However,  as  we  explained  in 
the  August  2,  2007  revised  ASC 
payment  system  final  rule  (72  FR 
42479),  we  do  not  believe  that  all 
procedures  that  are  appropriate  for 
performance  in  HOPDs  are  appropriate 
in  ASCs.  HOPDs  are  able  to  provide 
much  higher  acuity  care  than  ASCs. 
ASCs  have  neither  patient  safety 
standards  consistent  with  those  in  place 
for  hospitals,  nor  are  they  required  to 
have  the  trained  staff  and  equipment 
needed  to  provide  the  breadth  and 
intensity  of  care  that  hospitals  are 
required  to  maintain.  Therefore,  we  will 
not  modify  our  policy  to  exclude  from 
the  ASC  list  of  covered  surgical 
procedures  only  those  procedures  for 
which  no  payment  is  made  in  HOPDs. 

We  do  not  agree  with  the  commenters’ 
recommendation  that  we  include  certain 
unlisted  codes  on  the  list  of  covered 
procedures.  Even  though  it  may  be 
highly  unlikely  that  any  procedures  that 
would  be  expected  to  pose  a  risk  to 
beneficiary  safety  or  tq  require  an 
overnight  stay  would  be  reported  by  an 
unlisted  code  from  certain  anatomic 
sites,  we  cannot  know  what  surgical 
procedure  is  being  reported  by  an 
unlisted  code,  and  because  we  cannot 
evaluate  any  such  procedure,  we  believe 
that  we  must  exclude  unlisted  codes 
from  the  list  of  covered  surgical 
procedures. 

Each  year  in  the  annual  OPPS/ASC 
proposed  rule,  we  present  the 
procedures  we  are  proposing  to  remove 


from  the  OPPS  inpatient  list  for  the 
upcoming  calendar  year.  In  the  past,  we 
have  not  consistently  reviewed 
procedures  removed  from  the  OPPS 
inpatient  list  to  evaluate  their 
appropriateness  for  payment  under  the 
ASC  payment  system.  Because  our 
policy  under  the  revised  ASC  payment 
system  is  to  annually  evaluate  all 
surgical  procedures  that  are  excluded 
from  the  ASC  list  for  potential  inclusion 
in  the  following  year,  we  believe  it  is 
appropriate  to  include  a  review  of 
surgical  procedures  that  are  proposed 
for  removal  from  the  OPPS  inpatient  list 
as  part  of  our  annual  review  of 
procedures  excluded  from  the  ASC  list 
of  covered  surgical  procedures. 
Therefore,  we  are  adopting  the 
commenters’  suggestion  to  evaluate  for 
appropriateness  of  ASC  payment 
surgical  procedures  removed  from  the 
OPPS  inpatient  list.  We  will  include  in 
the  annual  OPPS/ASC  proposed  rule, 
our  proposals  to  include  or  not  include 
on  the  ASC  list  of  covered  surgical 
procedures  those  procedures  proposed 
for  removal  from  the  OPPS  inpatient 
list.  We  will  include  our  final  decisions 
in  the  OPPS/ASC  final  rule  with 
comment  period. 

We  do  not  agree  with  the  commenters’ 
request  that  we  provide  specific  reasons 
for  our  decisions  to  exclude  procedures 
from  the  ASC  list  other  than  that  we 
believe  a  procedure  is  expected  to  pose 
a  significant  risk  to  beneficiary  safety  or 
to  require  an  oversight  stay.  VVe  believe 
that  these  reasons  are  sufficiently 
specific.  Our  decisions  to  exclude 
procedures  from  the  ASC  list  are  based 
on  a  number  of  the  criteria  listed  at 
§416.166,  and  we  believe  that  it  would 
be  unnecessary'  and  overly  burdensome 
to  list  each  and  every  reason  for  those 
decisions. 

For  each  of  the  specific  examples  that 
the  commenters  provided  of 
inconsistent  ASC  treatment  of 
procedures  assigned  to  a  single  APC 
under  the  OPPS,  we  have  evaluated  the 
individual  procedures  for  inclusion  on 
the  ASC  list  and  each  is  discussed  in 
section  XV.E.l.a.  of  this  final  rule  with 
comment  period.  During  our 
development  of  the  proposed  CY  2010 
update  to  the  ASC  payment  system,  we 
will  perform  a  comprehensive  review  of 
the  APCs  to  address  other  potential 
inconsistencies. 

Finally,  currently  the  revised  ASC 
payment  system  provides  payment  only 
for  surgical  procedures  within  the 
surgical  code  range  of  CPT  and  for  those 
Category  111  CPT  codes  and  Level  II 
HCPCS  codes  that  directly  crosswalk  or 
are  clinically  similar  to  surgical 
procedures  that  are  on  the  ASC  list  of 
covered  surgical  procedures  (72  FR 


42478).  Furthermore,  radiology  services 
are  only  separately  paid  when  they  are 
provided  integral  to  the  performance  of 
covered  surgical  procedures  (72  FR 
42498).  Therefore,  we  will  not  provide 
ASC  payment  in  CY  2009  for  services 
that  do  not  meet  these  criteria.  However, 
we  note  that  while  section  18.82(a)(2)(F) 
of  the  Act  defines  the  ASC  benefit  as 
“facility  services  furnished  in 
connection  with  surgical  procedures 
specified  by  the  Secretary,”  some 
stakeholders  have  raised  the  possibility 
of  ASCs  providing  a  broader  range  of 
services  in  the  future,  including  services 
such  as  cardiac  catheterization  and 
hyperbaric  oxygen  therapy  (which  are 
included  in  the  medicine  range  of  CPT 
codes).  While  we  are  not  making  any 
changes  to  the  existing  criteria  for  ASC 
services  for  CY  2009,  we  may  consider 
proposing  changes  in  the  future. 

After  consideration  of  the  public 
comments  received,  we  are  accepting 
the  commenters’  recommendation  to 
include  in  our  annual  evaluation  of 
excluded  surgical  procedures  all 
procedures  proposed  for  removal  from 
the  OPPS  inpatient  list,  and  agree  to 
evaluate  the  OPPS  APCs  for  potential 
inconsistencies  related  to  exclusion 
from  the  ASC  list  of  covered  surgical 
procedures.  We  are  not  accepting  the 
commenters’  recommendations  to  not 
exclude  all  procedures  reported  by 
unlisted  codes  and  procedures  that  we 
determine  would  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety  or 
require  an  overnight  stay.  Further,  we 
also  are  not  accepting  the  commenters’ 
recommendation  that  CMS  provide 
.more  specific  reasons  for  its  decisions 
regarding  exclusion  of  specific 
procedures  from  the  ASC  list  of  covered 
surgical  procedures  or  their 
recommendation  that  we  pay  ASCs  for 
services  in  CY  2009  that  do  not  meet  the 
current  criteria  for  ASC  services. 

D.  Treatment  of  New  Codes 

1.  Treatment  of  New  Category  I  and  Ill 
CPT  Codes  and  Level  11  HCPCS  Codes 

We  finalized  a  policy  in  the  August  2, 
2007  final  rule  to  evaluate  each  year  all 
new  Category  1  and  Category  111  CPT 
codes  and  Level  11  HCPCS  codes  that 
describe  surgical  procedures,  to  make 
preliminary  determinations  in  the 
annual  OPPS/ASC  final  rule  with 
comment  period  regarding  whether  or 
not  they  meet  the  criteria  for  payment 
in  the  ASC  setting  and,  if  so,  whether 
they  are  office-based  procedures  (72  FR 
42533).  In  addition,  we  identify  new' 
codes  as  ASC  covered  ancillary  services 
based  upon  the  final  payment  policies 
of  the  revised  ASC  payment  system. 
New  HCPCS  codes  that  are  released  in 
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the  summer  through  the  fall  of  each 
year,  to  be  effective  January  1,  are 
included  in  the  final  rule  with  comment 
period  updating  the  ASC  payment 
system  for  the  following  calendar  year. 
These  new  codes  are  flagged  with 
comment  indicator  “NI”  in  Addenda 
AA  and  BB  to  the  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that 
we  are  assigning  them  an  interim  status. 
The  interim  payment  indicators 
assigned  to  the  new  codes  under  the 
revised  ASC  payment  system  are  subject 
to  public  comment  in  that  final  rule 
with  comment  period.  These  interim 
determinations  must  be  made  in  the 
OPPS/ASC  final  rule  with  comment 
period  because,  in  general,  the  new 
HCPCS  codes  and  their  descriptors  for 
the  upcoming  calendar  year  are  not 
available  at  the  time  of  development  of 
the  OPPS/ASC  proposed  rule.  We  will 
respond  to  those  comments  in  the 
OPPS/ASC  final  rule  with  comment 
period  for  the  following  calendar  year. 
We  proposed  to  continue  this 
recognition  process  for  CY  2009  (73  FR 
41525). 

We  did  not  receive  any  public 
comments  regarding  this  proposal.  For 
CY  2009,  we  are  continuing  our 
established  policy  for  recognizing  new 
Category  I  and  Category  III  CPT  codes 
and  Level  II  HCPCS  codes. 


In  addition,  we  proposed  to  continue 
our  policy  of  implementing  through  the 
ASC  quarterly  update  process  new  mid¬ 
year  CPT  codes,  generally  Category  III 
CPT  codes,  that  the  AMA  releases  in 
January  to  become  effective  the 
following  July  (73  FR  41525).  Therefore, 
we  proposed  to  include  in  Addenda  AA 
or  BB,  as  appropriate,  to  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  the  new  Category  III  CPT  codes 
released  in  January  2008  for 
implementation  on  July  1,  2008 
(through  the  ASC  quarterly  update 
process)  that  we  identify  as  ASC 
covered  services.  Similarly,  we 
proposed  to  include  in  Addenda  AA 
and  BB  to  this  final  rule  with  comment 
period  any  new  Category  III  CPT  codes 
that  the  AMA  releases  in  July  2008  to  be 
effective  on  January  1,  2009  that  we 
identify  as  ASC  covered  services. 
However,  only  those  new  Category  III 
CPT  codes  implemented  effective 
January  1,  2009  are  designated  by 
comment  indicator  “NI”  in  the  Addenda 
to  this  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  to  indicate  that 
we  have  assigned  them  an  interim 
payment  status  which  is  subject  to 
public  comment.  The  Category  III  CPT 
codes  implemented  in  July  2008  for 
ASC  payment,  which  appeared  in  Table 
36  of  the  CY  2009  OPPS/ASC  proposed 


rule  (73  FR  41525),  were  subject  to 
comment  on  the  CY  2009  OPPS/ASC 
proposed  rule,  and  we  proposed  to 
finalize  their  payment  indicators  in  this 
CY  2009  OPPS/ASC  final  rule  with 
comment  period.  We  proposed  to  assign 
payment  indicator  “G2”  (Non  office- 
based  surgical  procedure  added  in  CY 
2008  or  later;  payment  based  on  OPPS 
relative  payment  weight)  to  each  of  the 
three  new  codes.  Because  new  Category 
III  CPT  codes  that  become  effective  for 
July  are  not  available  to  CMS  in  time  for 
incorporation  into  the  Addenda  to  the 
OPPS/ASC  proposed  rule,  our  policy  is 
to  include  the  codes,  their  proposed 
payment  indicators,  and  proposed 
payment  rates  in  the  preamble  to  the 
proposed  rule  but  not  in  the  Addenda 
to  the  proposed  rule.  These  codes  and 
their  final  payment  indicators  and  rates 
are  included  in  the  appropriate 
Addenda  to  the  OPPS/ASC  final  rule 
with  comment  period. 

We  did  not  receive  any  public 
comments  regarding  this  proposal.  We 
are  continuing  our  established  policy  for 
recognizing  new  mid-year  CPT  codes, 
and  the  new  mid-year  codes 
implemented  in  July  2008  are  displayed 
in  Table  40  below,  as  well  as  in 
Addendum  AA  to  this  final  rule  with 
comment  period. 


Table  40— New  Category  III  CPT  Codes  Implemented  in  July  2008  for  ASC  Payment 


CY  2009  HCPCS  code 

CY  2009  Long  descriptor 

Final  CY 
2009  ASC 
payment 
indicator 

0190T  .  j 

Placement  of  intraocular  radiation  source  applicator . 

G2 

0191T  .  1 

Insertion  of  anterior  segment  aqueous  drainage  device,  without  extraocular 

I  G2 

resen/oir;  internal  approach. 

0192T  .  i 

Insertion  of  anterior  segment  aqueous  drainage  device,  without  extraocular 

i  G2 

i 

reservoir:  external  approach. 

i _ 

2.  Treatment  of  New  Level  II  HCPCS 
Codes  Implemented  in  April  and  July 
2008 

New  Level  II  HCPCS  codes  may 
describe  covered  surgical  procedures  or 
covered  ancillary  services.  All  new 
Level  II  HCPCS  codes  implemented  in 
April  and  July  2008  for  ASCs  describe 
covered  ancillary  services.  During  the 
second  quarter  of  CY  2008,  we  added  to 
the  list  of  covered  ancillary  services  a 
total  of  four  new  Level  II  HCPCS  codes 
for  drugs  and  biologicals  because  they 
are  eligible  for  separate  payment  under 
the  OPPS.  Those  HCPCS  codes  are: 
C9241  (Injection,  doripenem,  10  mg); 
Q4096  (Injection,  von  willebrand  factor 
complex,  human,  ristocetin  cofactor  (not 
otherwise  specified),  per  i.u. 

VWF.RCO):  Q4097  (Injection,  immune 


globulin  (Privigen),  intravenous,  non- 
lyophilized  (e.g.,  liquid),  500  mg);  and 
Q4098  (Injection,  iron  dextran,  50  mg). 
Similarly,  for  the  third  quarter  of  CY 
2008,  we  added  a  total  of  four  new  Level 
II  HCPCS  codes  to  the  list  of  ASC 
covered  ancillary  services  for  drugs  and 
biologicals  because  they  are  eligible  for 
separate  payment  under  the  OPPS. 

Those  HCPCS  codes  are:  C9242 
(Injection,  fosaprepitant,  1  mg);  C9356 
(Tendon,  porous  matrix  of  cross-linked 
collagen  and  glycosaminoglycan  matrix 
(TenoGlide  Tendon  Protector  Sheet),  per 
square  centimeter):  C9357  (Dermal 
substitute,  granulated  cross-linked 
collagen  and  glycosaminoglycan  matrix 
(Flowable  Wound  Matrix),  1  cc);  and 
C9358  (Dermal  substitute,  native,  non- 
denatured  collagep  (SurgiMend 


Collagen  Matrix),  per  0.5  square 
centimeters). 

We  assigned  the  payment  indicator 
“K2”  (Drugs  and  biologicals  paid 
separately  when  provided  integral  to  a 
surgical  procedure  on  ASC  list:  payment 
based  on  OPPS  rate)  for  all  of  these  new 
Level  II  HCPCS  codes  and  added  them 
to  the  list  of  covered  ancillary  services 
either  through  the  April  update 
(Transmittal  1488,  Change  Request 
5994,  dated  April  9,  2008)  or  the  July 
update  (Transmittal  1540,  Change 
Request  6095,  dated  June  20,  2008)  of 
the  CY  2008  ASC  payment  system.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41526),  we  solicited  public 
comment  on  the  proposed  ASC  payment 
indicators  and  payment  rates  for  these 
codes,  as  listed  in  Tables  37  and  38  of 
the  proposed  rule.  The  codes  listed  in 
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Table  37  also  were  included  in 
Addendum  BB  to  the  CY  2009  OPPS/ 
ASC  proposed  rule.  Those  HCPCS  codes 
are  paid  in  ASCs,  beginning  in  either 
April  or  July  2008,  based  on  the  ASC 
rates  posted  for  the  appropriate  calendar 
quarter  on  the  CMS  Web  site  at: 
http: 

//www.cms.hhs.gov/ASCPayment/. 

However,  because  HCPCS  codes  that 
become  effective  for  July  are  not 
available  to  CMS  in  time  for 
incorporation  into  the  Addenda  to  the 
OPPS/ ASC  proposed  rule,  our  policy  is 
to  include  the  HCPCS  codes,  their 
proposed  payment  indicators,  and 
proposed  payments  rates  in  the 
preamble  to  the  proposed  rule  but  not 
in  the  Addenda  to  the  proposed  rule. 
The  HCPCS  codes  and  their  final 
payment  indicators  and  rates  are 
included  in  the  appropriate  Addenda  to 
the  OPPS/ ASC  final  rule  with  comment 
period.  Thus,  the  codes  implemented  by 
the  July  2008  ASC  update  and  their 
proposed  CY  2009  payment  rates  (based 
on  July  2008  ASP  data)  that  were 
displayed  in  Table  38  of  the  CY  2009 
OPPS/ASC  proposed  rule  were  not 
included  in  Addendum  BB  to  the  CY 


2009  OPPS/ASC  proposed  rule.  We 
proposed  to  include  the  new  HCPCS 
codes  displayed  in  Tables  37  and  38 
and,  for  the  codes  in  Table  37,  in 
Addendum  BB  to  the  list  of  covered 
ancillary  services  and  to  incorporate  all 
of  them  into  Addendum  BB  to  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  consistent  with  our 
annual  update  policy. 

For  CY  2009,  the  CMS  HCPCS 
Workgroup  created  permanent  HCPCS  J- 
codes  for  the  four  codes  that  were 
implemented  in  April  2008  and  one  of 
the  codes  that  was  implemented  in  July 

2008,  and  we  will  be  recognizing  these 
HCPCS  J-codes  for  payment  of  these 
drugs  and  biologicals  under  the  CY  2009 
ASC  payment  system,  consistent  with 
our  general  policy  to  use  permanent 
HCPCS  codes,  if  appropriate,  for  the 
reporting  of  drugs.  Tables  41  and  42 
show  the  new  permanent  HCPCS  J- 
codes  that  replace  several  HCPCS  C- 
codes  and  Q-codes  that  will  be  deleted, 
effective  December  31,  2008.  The 
HCPCS  J-codes,  effective  January  1, 

2009,  describe  the  same  drugs  and  the 
same  dosages  as  the  HCPCS  codes  they 
are  replacing.  Because  the  new  HCPCS 


codes  describe  the  same  drugs  and  the 
same  dosages  as  do  the  current  codes, 
there  is  no  effect  on  the  payment 
indicators. 

In  addition,  a  new  HCPCS  Q-code, 
Q4114,  that  is  effective  January  1,  2009, 
was  created  to  replace  HCPCS  code 
C9357.  Although  the  long  descriptor  is 
changed,  the  new  code  describes  the 
same  biological  and  dosage  as  did 
HCPCS  code  C9357.  Therefore,  we  will 
recognize  HCPCS  code  Q4114  for 
payment  under  the  CY  2009  ASC 
payment  system,  and  no  change  to  the 
payment  indicator  of  the  HCPCS  code  is 
warranted. 

We  did  not  receive  any  public 
comments  regarding  our  proposal.  We 
are  adopting  the  ASC  payment 
indicators  for  the  new  Level  II  HCPCS 
codes  implemented  in  April  and  July 
2008  as  shown  in  Tables  41  and  42, 
respectively.  Moreover,  we  are  adopting 
as  final  the  replacement  HCPCS  codes, 
specifically  J1267,  J7186,  J1459,  J1750, 
and  J1453,  as  well  as  HCPCS  codes 
C9356,  Q4114,  and  C9358,  as  show  in 
Tables  41  and  42  below,  and  in 
Addendum  BB  to  this  final  rule  with 
comment  period. 

IN  April  2008 


Table  41— Level  II  HCPCS  Codes  Implemented 


CY  2008  HCPCS  code 

1 

CY  2009 
HCPCS  code 

CY  2009  Long  descriptor 

Final  CY  2009 
ASC  payment 
indicator 

C9241  . 

J1267 

Injection,  doripenem,  10  mg . 

K2 

04096  . 

J7186 

i  Injection,  antihemophilic  factor  viii/von  willebrand  factor  complex 
(human),  per  factor  viii  i.u. 

K2 

04097  . 

31459 

Injection,  immune  globulin  (Privigen),  intravenous,  non-lyophilized  (e.g. 
liquid),  500  mg. 

K2 

04098  . 

J1750 

Injection,  iron  dextran,  50  mg  . 

K2 

Table  42— Level  II  HCPCS  Codes  Implemented  in  July  2008 


CY  2008  HCPCS  code 

CY  2009 
HCPCS  code 

CY  2009  Long  descriptor 

Final  CY  2009 
ASC  payment 
indicator 

C9242  . 

J1453 

Injection,  fosaprepitant,  1  mg . 

K2 

C9356  . 

C9356 

1 

1 

Tendon,  porous  matrix  of  cross-linked  collagen  and  glycosaminoglycan 
matrix  (TenoGlide  Tendon  Protector  Sheet),  per  square  centimeter. 

K2 

C9357  . : . 

04114 

AHograft,  Integra  Flowable  Wound  Matrix,  injectible,  1  cc . 

K2 

C9358  . 

C9358 

1 

Dermal  substitute,  native,  non-denatured  collagen  (SurgiMend  Collagen 
Matrix),  per  0.5  square  centimeters. 

K2 

E.  Update  to  the  Lists  of  ASC  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Additions  to  the  List  of  ASC  Covered 
Surgical  Procedures 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41526),  we  proposed  to 
update  the  ASC  list  of  covered  surgical 
procedures  by  adding  nine  procedures 


to  the  list.  Three  of  the  nine  procedures, 
specifically  CPT  code  0190T  (Placement 
of  intraocular  radiation  source 
applicator),  CPT  code  0191T  (Insertion 
of  anterior  segment  aqueous  drainage 
device,  without  extraocular  reservoir; 
internal  approach),  and  CPT  code  0192T 
(Insertion  of  anterior  segment  aqueous 
drainage  device,  without  extraocular 
reservoir;  external  approach)  are  new 
Category  III  CPT  codes  that  became 
effective  July  1 ,  2008  and  were 


implemented  in  the  July  2008  ASC 
update.  The  other  six  procedures  were 
among  those  excluded  from  the  ASC  list 
for  CY  2008  because  we  believed  they 
did  not  meet  the  definition  of  a  covered 
surgical  procedure  based  on  our 
expectation  that  they  would  pose  a 
significant  safety  risk  to  Medicare 
beneficiaries  or  would  require  an 
overnight  stay  if  performed  in  ASCs. 
During  our  annual  review  of  excluded 
codes  in  which  we  used  the  most  recent 
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available  utilization  data,  we  identified 
the  following  six  procedures  that  we 
believed  should  no  longer  be  excluded 
from  the  ASC  list:  CPT  code  31293 
(Nasal/sinus  endoscopy,  surgical;  with 
medial  orbital  wall  and  inferior  orbital 
wall  decompression);  CPT  code  34490 
(Thrombectomy,  direct  or  with  catheter; 
axillary  and  subclavian  vein,  by  arm 
incision);  CPT  code  36455  (Exchange 
transfusion,  blood;  other  than  newborn); 
CPT  code  49324  (Laparoscopy,  surgical; 
with  drainage  of  lymphocele  to 
peritoneal  cavity);  CPT  code  49325 
(Laparoscopy,  surgical;  with  revision  of 
previously  placed  intraperitoneal 
cannula  or  catheter,  with  removal  of 
intraluminal  obstructive  material  if 
performed);  and  CPT  code  49326 
(Laparoscopy,  surgical;  with 
omentopexy  (omental  tacking 
procedure)).  The  nine  codes  that  we 
proposed  to  add  to  the  ASC  list  of 
covered  surgical  procedures  and  their 
proposed  CY  2009  payment  indicator 
“G2”  (Non  office-based  surgical 
procedure  added  in  CY  2008  or  later; 
payment  based  on  OPPS  relative 
payment  weight)  were  displayed  in 
Table  39  of  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41527). 

Comment:  Commenters  requested 
that  CMS  add  a  number  of  additional 
procedures  to  the  ASC  list  of  covered 
surgical  procedures.  Some  commenters 
requested  that  CMS  add  CPT  codes 
15170  (Acellular  dermal  replacement, 
trunk,  arms,  legs;  first  100  sq  cm  or  less, 
or  1%  of  body  area  of  infants  and 
children);  15171  (Acellular  dermal 
replacement,  trunk,  arms,  legs;  each 
additional  100  sq  cm,  or  each  additional 
1%  of  body  area  of  infants  and  children, 
or  part  thereof);  15175  (Acellular  dermal 
replacement,  face  scalp,  eyelids,  mouth, 
neck,  ears,  orbits,  genitalia,  hands,  feet, 
and/or  multiple  digits;  first  100  sq  cm 
or  less,  or  1%  of  body  area  of  infants 
and  children);  and  15176  (Acellular 
dermal  replacement,  face  scalp,  eyelids, 
mouth,  neck,  ears,  orbits,  genitalia, 
hands,  feet,  and/or  multiple  digits;  each 
additional  100  sq  cm  or  each  additional 
1%  of  body  area  of  infants  and  children, 
or  part  thereof)  because  they  believed 
that  those  procedures  met  the  criteria 
CMS  has  established  for  ASC  payment 
and  are  comparable  to  surgical 
procedures  already  included  on  the  list 
of  covered  surgical  procedures. 

Response:  VVe  reviewed  these  codes 
and  agree  with  the  commenters  that  the 
procedures  would  not  be  expected  to 
pose  a  significant  risk  to  beneficiary 
safety  and  to  require  an  overnight  stay. 
Therefore,  we  are  adding  these 
procedures  to  the  ASC  list  of  covered 
surgical  procedures,  and  we  have 
assigned  payment  indicator  “C2”  to 


CPT  codes  15170,  15171, 15175  and 
15176  in  Addendum  AA  to  this  final 
rule  with  comment  period. 

Comment:  Several  commenters 
requested  that  CMS  add  to  the  ASC  list 
the  procedures  reported  by  CPT  codes 
21385  (Open  treatment  of  orbital  floor 
blowout  fracture;  transantral  approach 
(Caldwell-Luc  type  operation);  21386 
(Open  treatment  of  orbital  floor  blowout 
fracture;  periorbital  approach);  and 
21387  (Open  treatment  of  orbital  floor 
blowout  fracture;  combined  approach). 
The  commenters  stated  that  although 
the  majority  of  these  cases  result  from 
trauma  and,  therefore,  present  in  the 
hospital  emergency  department,  delayed 
presentation  occasionally  occurs.  In 
those  cases,  they  argued  that  the  ASC 
setting  would  be  an  appropriate  site  for 
the  procedures  because  blood  loss  is 
minimal  and  patients  do  not  require  an 
overnight  stay.  They  also  noted  that 
CMS  had  proposed  to  remove  CPT 
codes  21386  and  21387  from  the  OPPS 
inpatient  list  for  CY  2009  and  that 
because  these  procedures  would  be 
payable  in  the  hospital  outpatient 
setting,  they  requested  that  CMS 
provide  a  reason  for  its  decision  to 
continue  to  exclude  the  procedures  from 
the  ASC  list. 

Response:  Although  we  agree  with 
the  commenters  that  these  procedures 
rarely  would  be  performed  in  ASCs 
because  of  the  typically  urgent  nature  of 
their  presentation,  our  medical  advisors 
found  that  the  typical  post-operative 
course  for  the  procedures  includes  a 
need  for  active  medical  monitoring  for 
at  least  24  hours  following  surgery. 
Based  on  our  review  of  the  three 
procedures,  we  will  continue  to  exclude 
them  from  the  list  of  covered  surgical 
procedures  for  CY  2009  because  we 
expect  that  they  would  pose  a 
significant  risk  to  beneficiary  safety  or 
require  an  overnight  stay  following 
surgery,  even  on  those  rare  occasions 
that  the  beneficiary  presents  in  the  ASC 
after  a  delay  in  seeking  treatment. 

Comment:  Commenters  requested  the 
addition  of  CPT  codes  29867 
(Arthroscopy,  knee,  surgical; 
osteochondral  allograft  (eg, 
mosaicplasty))  and  29868  (Arthroscopy, 
knee,  surgical;  meniscal  transplantation 
(includes  arthrotomy  for  meniscal 
insertion),  medial  or  lateral)  to  the  ASC 
list  of  covered  surgical  procedures 
because  they  would  not  be  expected  to 
require  overnight  care  and  are 
comparable  to  procedures  such  as  CPT 
code  29880  (Arthroscopy,  knee, 
surgical;  with  meniscectomy  (medial 
AND  lateral,  including  any  meniscal 
shaving))  that  are  included  on  the  ASC 
list. 


Response:  We  reviewed  the  utilization 
and  clinical  information  for  the  two 
procedures  discussed.  We  continue  to 
believe  that  the  post-operative  care  that 
is  likely  to  be  required  for  the 
procedures  includes  inpatient  hospital 
care  in  many  cases,  and  we  expect 
would  at  least  require  active  medical 
monitoring  and  care  at  midnight 
following  the  procedure.  Therefore,  we 
will  continue  to  exclude  CPT  codes 
29867  and  29868  from  the  ASC  list  of 
covered  surgical  procedures  for  CY 
2009. 

Comment:  Commenters  requested  that 
CMS  add  CPT  codes  31292  (Nasal/sinus 
endoscopy,  surgical;  with  medial  or 
inferior  orbital  wall  decompression)  and 
31294  (Nasal/sinus  endoscopy,  surgical; 
with  optic  nerve  decompression)  to  the 
ASC  list.  Commenters  contended  that 
because  CMS  proposed  to  add  CPT  code 
31293  (Nasal/sinus  endoscopy,  surgical; 
with  medial  orbital  wall  and  inferior 
wall  decompression)  to  the  list  for  CY 
2009,  CMS  should  also  add  these  two 
closely  related  procedures.  The  three 
procedures  were  proposed  for 
assignment  to  APC  0075  (Level  V 
Endoscopy  Upper  Airway)  under  the 
OPPS,  and  the  commenters  indicated 
that  CPT  codes  31292  and  31294  were 
the  only  procedures  assigned  to  that 
APC  that  are  not  on  the  ASC  list.  They 
stated  their  belief  that  the  clinical 
homogeneity  of  the  APC  provides 
supporting  evidence  that  these  two 
procedures  should  also  be  included  for 
payment  in  ASCs. 

Response:  In  response  to  the  public 
comments,  we  reexamined  CPT  codes 
31292  and  31294  and  continue  to  expect 
that  these  procedures  would  pose  a 
significant  safety  risk  to  beneficiaries  in 
ASCs  or  require  monitoring  at  midnight 
following  the  surgery.  In  addition,  in 
reviewing  those  procedures,  we 
reevaluated  our  proposed  addition  of 
CPT  code  31293  to  the  ASC  list  and 
determined  that  it  should  remain 
excluded  from  the  ASC  list.  Our 
medical  advisors  agreed  with  the 
commenters  that  the  procedure  reported 
by  CPT  code  31293  is  closely  related  to 
those  procedures  reported  using  CPT 
codes  31292  and  31294  and  determined 
that  it,  too,  would  be  expected  to  pose 
a  significant  risk  to  beneficiary  safety 
and  require  an  overnight  stay. 

Therefore,  we  will  not  add  CPT  codes 
31292  and  31294  to  the  ASC  list,  and  we 
also  are  not  finalizing  our  proposal  to 
add  CPT  code  31293  to  the  ASC  list  of 
covered  surgical  procedures  for  CY 
2009. 

Comment:  One  commenter  requested 
that  CMS  add  CPT  code  37205 
(Transcatheter  placement  of  an 
intravascular  stent(s)  (except  coronary. 
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carotid,  and  vertebral  vessel), 
percutaneous;  initial  vessel)  to  the  ASC 
list  of  covered  surgical  procedures  for 
CY  2009.  The  commenter  said  that  one 
of  the  procedures  described  by  CPT 
code  37205  is  increasingly  employed  by 
surgeons  in  attempts  to  extend  the 
patency  of  a  fistula  or  graft  for 
hemodialysis  longer  than  may  be 
accomplished  by  angioplasty  alone.  The 
commenter  believed  that  continued 
exclusion  of  CPT  code  37205  from  the 
ASC  list  would  interfere  with  the 
physician-patient  decision-making 
process  related  to  the  most  appropriate 
site  for  the  service  to  be  provided. 
Further,  the  commenter  noted  that  CPT 
code  37205  is  used  to  report  other 
surgeries,  some  of  which  may  not  be 
appropriately  provided  in  ASCs,  and 
strongly  encouraged  CMS  to  consider 
creating  a  separate  code(s)  for  the 
placement  of  dialysis  vascular  access 
stents,  similar  to  the  hemodialysis 
access  angioplasty  HCPCS  G-codes 
(G0392  (Transluminal  balloon 
angioplasty,  percutaneous:  for 
maintenance  of  hemodialysis  access, 
arteriovenous  fistula  or  graft;  arterial) 
and  G0393  (Transluminal  balloon 
angioplasty,  percutaneous;  for 
maintenance  of  hemodialysis  access, 
arteriovenous  fistula  or  graft;  venous)) 
created  for  CY  2007. 

Response:  We  continue  to  find  that 
many  of  the  procedures  that  could  be 
reported  by  CPT  code  37205  would  be 
expected  to  present  significant  risks  to 
beneficiary  safety  if  they  were  to  be 
performed  in  ASCs.  Therefore,  we  will 
continue  to  exclude  this  procedure  from 
the  ASC  list  for  CY  2009.  However,  we 
understand  the  commenter’s  points  that 
the  procedure,  when  performed 
peripherally,  may  be  valuable  for 
maintaining  vascular  access  for  dialysis 
patients  and  that  the  clinical 
characteristics  of  stenting  to  maintain 
hemodialysis  access  may  differ  from  the 
features  of  other  surgical  procedures 
that  could  also  be  described  by  CPT 
code  37205.  As  we  develop  the 
proposals  to  update  the  OPPS  and  ASC 
payment  system  for  CY  2010,  we  will 
consider  the  commenter’s 
recommendation  regarding  the  creation 
of  a  HCPCS  G-code  to  describe  the 
insertion  of  vascular  stents  for  the 
purpose  of  extending  the  patency  of 
fistulae  or  grafts  for  dialysis  patients. 

Comment:  One  commenter  requested 
that  CMS  add  CPT  code  50593 
(Ablation,  renal  tumor(s),  unilateral, 
percutaneous,  cryotherapy)  to  the  ASC 
list  of  covered  surgical  procedures.  The 
commenter  noted  that  the  procedure  is 
assigned  to  APC  0423  (Level  II 
Percutaneous  Abdominal  and  Biliary 
Procedures)  under  the  OPPS  and  is  the 


only  procedure  in  that  APC  that  is 
excluded  from  the  ASC  list.  The 
commenter  believed  that,  because  APCs 
are  clinically  homogeneous,  CPT  code 
50593  should  also  be  included  for  ASC 
payment. 

Response:  Our  medical  advisors 
reviewed  the  procedure  described  by 
CPT  code  50593.  We  have  no  physician 
claims  data  to  indicate  in  which  sites- 
of-service  the  procedure  was  performed 
because  the  Category  I  CPT  code  was 
new  for  CY  2008,  and  physician  data  are 
not  available  for  the  predecessor 
Category  III  CPT  code.  Based  on  the 
judgment  of  our  medical  advisors,  we 
continue  to  expect  that  the  procedure 
would  pose  a  significant  safety  risk  to 
beneficiaries  if  performed  in  an  ASC. 
When  we  prepare  the  CY  2010  OPPS/ 
ASC  proposed  rule,  we  will  review 
utilization  data  that  have  become 
available  for  the  procedure. 

Comment:  Commenters  on  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  and  commenters  on  the 
CY  2009  OPPS/ASC  proposed  rule 
requested  that  CMS  add  CPT  code 
52649  (Laser  enucleation  of  the  prostate 
with  morcellation,  including  control  of 
postoperative  bleeding,  complete 
(vasectomy,  meatotomy, 
cystourethroscopy,  urethral  calibration 
and/or  dilation,  internal  urethrotomy 
and  transurethral  resection  of  prostate 
are  included  if  performed)),  a  new  code 
for  CY  2008,  to  the  ASC  list  of  covered 
surgical  procedures.  The  commenters 
asserted  that  the  procedure  is 
comparable  to  those  reported  by  CPT 
codes  52647  (Laser  coagulation  of 
prostate,  including  control  of 
postoperative  bleeding,  complete 
(vasectomy,  meatotomy, 
cystourethroscopy,  urethral  calibration 
and/or  dilation,  and  internal  ■ 
urethrotomy  are  included  if  performed)) 
and  52648  (Laser  vaporization  of 
prostate,  including  control  of 
postoperative  bleeding,  complete 
(vasectomy,  meatotomy, 
cystourethroscopy,  urethral  calibration 
and/or  dilation,  internal  urethrotomy 
and  transurethral  resection  of  prostate 
are  included  if  performed)).  They 
believed  that,  like  CPT  codes  52647  and 
52648,  CPT  code  52649  could  be  safely 
performed  in  an  ASC  and  does  not 
require  an  overnight  stay.  One 
commenter  explained  that  the  primary 
difference  between  CPT  codes  52648 
and  52649  is  the  additional  amount  of 
physician  time  involved  for  the 
enucleation  technique. 

Response:  CPT  code  52649  was  new 
for  CY  2008,  so  it  was  assigned  interim 
treatment  under  the  ASC  payment 
system  and  its  status  was,  therefore, 
open  to  comment  on  the  CY  2008  OPPS/ 


ASC  final  rule  with  comment  period. 
Because  CPT  code  52649  was  new  for 
CY  2008,  we  have  no  physician 
utilization  data  regarding  the 
procedure’s  sites-of-service.  Our 
medical  advisors  continue  to  expect  that 
CPT  code  52649  would  pose  a 
significant  risk  to  beneficiary  safety  or 
require  an  overnight  stay  and  should  be 
excluded  from  the  ASC  list  for  CY  2009. 
Therefore,  we  are  excluding  it  from  the 
ASC  list  of  covered  surgical  procedures. 
However,  we  will  reevaluate  this 
procedure  as  part  of  our  annual  review 
of  procedures  that  are  excluded  from  the 
ASC  list  during  development  of  the  CY 
2010  OPPS/ASC  proposed  rule. 

Comment:  One  commenter  requested 
that  CMS  add  CPT  code  57310  (Closure 
of  urethrovaginal  fistula)  to  the  ASC  list 
of  covered  surgical  procedures.  The 
commenter  contended  that  the 
procedure  is  less  complex  than  the 
procedure  reported  by  CPT  code  57320 
(Closure  of  vesicovaginal  fistula;  vaginal 
approach),  which  is  on  the  ASC  list,  and 
that  the  procedure  would  be  safe  for 
performance  in  ASCs  and  would  not 
require  an  overnight  stay. 

Response:  The  utilization  data  for 
CPT  code  57310  show  that  the 
procedure  is  performed  roughly  half  of 
the  time  on  an  inpatient  basis  and  that 
there  is  no  utilization  in  physicians’ 
offices  or  ASCs.  Based  on  those  data,  in 
addition  to  the  clinical  judgment  of  our 
medical  advisors  that  the  procedure 
would  be  expected  to  pose  a  significant 
risk  to  beneficiary  safety  and  require  an 
overnight  stay  when  performed  in  an 
ASC,  we  believe  that  CPT  code  57310 
should  continue  to  be  excluded  from  the 
ASC  list  of  covered  procedures  for  CY 
2009. 

Comment:  One  commenter,  on  behalf 
of  many  ASCs,  requested  the  addition  of 
CPT  codes  64448  (Injection,  anesthetic 
agent;  femoral  nerve,  continuous 
infusion  by  catheter  (including  catheter 
placement)  including  daily  management 
for  anesthetic  agent  administration)  and 
64449  (Injection,  anesthetic  agent; 
lumbar  plexus,  posterior  approach, 
continuous  infusion  by  catheter 
(including  catheter  placement) 
including  daily  management  for 
anesthetic  agent  administration)  to  the 
ASC  list  of  covered  surgical  procedures 
for  CY  2009.  The  commenter  stated  that 
these  procedures  are  provided  to  non- 
Medicare  patients  in  ASCs  on  a  regular 
basis  and  that  patients  would  not 
require  care  overnight. 

Response:  Our  medical  advisors 
examined  the  utilization  data  and 
available  clinical  information  for  these 
procedures  and  determined  that  they  are 
appropriate  for  Medicare  payment  as 
covered  surgical  procedures  in  ASCs. 
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Although  the  utilization  data  show  that 
the  procedures  are  usually  provided  to 
inpatients  as  a  component  of  anesthesia 
for  an  inpatient  surgical  procedure,  such 
as  total  luiee  replacement,  we  realize 
that  both  CPT  code  64448  and  64449 
also  may  be  provided  as  independent, 
primary  procedures.  When  the 
procedures  are  the  primary  procedures 
provided  to  the  beneficiary,  we  agree 
with  the  commenter  that  the  ASC  is  an 
appropriate  site-of-service.  Therefore, 
we  will  assign  payment  indicator  “G2” 
to  CPT  codes  64448  and  64449  for  CY 
2009. 

Comment:  As  discussed  further  in 
section  XI.  of  this  final  rule  with 
comment  period,  commenters  requested 
that  CPT  code  0184T  (Excision  of  rectal 
tumor,  transanal  endoscopic 
microsurgical  approach  (i.e.,  TEMS))  be 
removed  from  the  OPPS  inpatient  list. 
They  also  recommended  that  once  the 
procedure  was  removed  from  the 
inpatient  list,  it  should  be  added  to  the 
ASC  list  of  covered  surgical  procedures 
because  the  procedure  is  minimally 
invasive  and  is  clinically  comparable  to 
CPT  code  45170  (Excision  of  rectal 
tumor,  transanal  approach),  which  is 
not  excluded  from  the  ASC  list. 

Response:  As  discussed  in  section  XI. 
of  this  final  rule  with  comment  period, 
we  consulted  with  our  medical  advisors 
in  reevaluating  CPT  code  0184T  for 
removal  from  the  inpatient  list  and 
determined  that  the  procedure  should 
remain  on  the  inpatient  list.  Therefore, 
the  procedure  will  continue  to  be 
excluded  from  the  ASC  list. 

Comment:  Several  commenters  asked 
that  CMS  remove  a  number  of 
procedures  from  the  list  of  covered 


surgical  procedures.  They  expressed 
their  concern  that  CMS  has  not 
excluded  these  procedures  and  strongly 
urged  CMS  to  remove  the  procedures 
from  the  list  because  they  are  not  safely 
performed  in  ASCs.  Specifically,  one 
commenter  asserted  that  CPT  codes 
21215  (Craft,  bone;  mandible  (includes 
obtaining  graft));  40700  (Plastic  repair  of 
cleft  lip/nasal  deformity;  primary, 
partial  or  complete,  unilateral);  40701 
(Plastic  repair  of  cleft  lip/nasal 
deformity,  primary  bilateral,  one  stage 
procedure);  42200  (Palatoplasty  for  cleft 
palate,  soft  and/or  hard  palate  only); 
42205  (Palatoplasty  for  cleft  palate,  with 
closure  of  alveolar  ridge;  soft  tissue 
only);  42210  (Palatoplasty  for  cleft 
palate,  with  closure  of  alveolar  ridge; 
with  bone  graft  to  alveolar  ridge 
includes  obtaining  graft)),  42215 
(Palatoplasty  for  cleft  palate;  major 
revision);  and  42220  (Palatoplasty  for 
cleft  palate;  secondary  lengthening 
procedure)  require  general  anesthesia 
and  close  postoperative  monitoring  and 
are  often  performed  in  the  inpatient 
setting. 

The  commenters  would  like  the 
procedures  removed  from  the  ASC  list 
for  a  number  of  reasons.  First,  they 
asserted  that  the  eight  procedures  are 
unsafe  for  performance  in  ASCs  due  to 
the  need  for  general  anesthesia  and 
postoperative  airway  monitoring  and 
reminded  CMS  that  most  of  the  patients 
who  undergo  these  procedures  are 
children  and  that  very  few  are  Medicare 
beneficiaries.  They  believed  that  the 
close  monitoring  of  the  airway 
postoperatively  is  beyond  the  typical 
ASC  scope  of  observation.  They  also 
requested  that  the  procedures  be 


excluded  ft'om  ASC  payment  because 
they  are  concerned  that  private  insurers 
may  misinterpret  the  procedures’ 
inclusion  on  the  ASC  list  as  a  Medicare 
policy  that  means  the  procediues 
should  never  be  provided  in  the 
inpatient  setting. 

Response:  We  do  not  see  a  basis  for 
removing  these  procedures  from  the 
ASC  list.  All  eight  of  these  procedures 
were  on  the  list  of  covered  surgical 
procedures  even  before  CY  2007  and,  to 
our  knowledge,  have  been  safely 
performed  in  ASCs  all  of  that  time.  Our 
policy  to  not  exclude  a  procedure  from 
the  ASC  list  is  not  an  indication  that  a 
procedure  should  no  longer  be  provided 
in  other  settings,  including  the  hospital 
inpatient  setting.  We  take  this 
opportunity  to  reiterate  two  points 
relative  to  the  ASC  list:  we  make 
decisions  regarding  procedures 
excluded  fi-om  the  ASC  list  based  on  our 
assessments  of  the  needs  of  Medicare 
beneficiaries;  and  we  include  on  the 
ASC  list  all  procedures  we  believe  are 
appropriate  in  order  to  provide 
physicians  and  patients  with  the  most 
choices  possible  for  sites-of-service.  We 
expect  that  physicians  will  consider  for 
each  individu^  patient  which  site-of- 
service  is  most  appropriate.  We 
understand  that  the  procedures  on  the 
ASC  list  are  sometimes  more 
appropriately  performed  on  an  inpatient 
basis  due  to  the  individual’s  age  or  other 
clinical  considerations. 

After  consideration  of  the  public 
comments  received,  as  discussed  above, 
we  are  adopting  for  CY  2009  the  14  ASC 
covered  surgical  procedures  and 
payment  indicators  as  set  out  in  Table 
43  below. 


Table  43— ASC  Covered  Surgical  Procedures  Added  FOR  CY  2009 


i 

CY  2009  HCPCS  code 

i 

CY  2009  Short  descriptor  j 

!  Final  CY  2009 
ASC  payment 
indicator 

15170  . 

Acell  graft  trunk/arms/legs . 

G2 

15171  . 

Acell  graft  t/arm/leg  add-on . 

G2 

15175  . .' 

Acellular  graft,  f/n/hf/g  . 

G2 

15176  . 

Acell  graft,  f/n/hf/g  add-on . 

G2 

34490  . 

Removal  of  vein  clot . 

G2 

36455  . 

Bl  exchange/transfuse  non-nb  . 

G2 

49324  . 

Lap  insertion  perm  ip  cath  . 

G2 

49325  . 

Lap  insertion  perm  ip  cath  . 

G2 

49326  . 

Lap  w/omentopexv  add-on . 

G2 

64448  . 

N  block  in)  fern,  cont  inf  . ; . 

G2 

64449  : . 

N  block  in),  lumbar  plexus . 

G2 

0190T .  1 

Place  intraoc  radiation  src . 

G2 

0191T . 

Insert  ant  segment  drain  int  . 

G2 

0192T  . 

Insert  ant  segment  drain  ext  . 

G2 
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b.  Covered  Surgical  Procedures 
Designated  as  Office-Based 

(1)  Background 

In  the  August  2,  2007  final  rule,  we 
finalized  our  policy  to  designate  as 
“office-based”  those  procedures  that  are 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2008  or  later 
years  that  we  determine  are  performed 
more  than  50  percent  of  the  time  in 
physicians’  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 
each  individual  procedure  code  and/or, 
if  appropriate,  the  clinical 
characteristics,  utilization,  and  volume 
of  related  codes.  In  that  rule,  we  also 
finalized  our  policy  to  exempt  all 
procedures  on  the  CY  2007  ASC  list 
fi'om  application  of  the  office-based 
classification  (72  FR  42512). 

In  the  August  2,  2007  final  rule,  we 
identified  a  list  of  procedures  as  office- 
based  after  taking  into  account  the  most 
recently  available  CY  2005  volume  and 
utilization  data  for  each  individual 
procedure  or  group  of  related 
procedures.  We  believed  that  the 
resulting  list  accurately  reflected 
Medicare  practice  patterns  and  that  the 
procedures  were  of  similar  complexity. 
In  Addendum  AA  to  that  final  rule,  each 
of  the  office-based  procedures  was 
identified  by  payment  indicator  “P2” 
(Office-based  surgical  procedure  added 
to  ASC  list  in  CY  2008  or  later  with 
MPFS  nonfacility  PE  RVUs;  payment 
based  on  OPPS  relative  payment 
weight);  “P3”  (Office-based  surgical 
procedure  added  to  ASC  list  in  CY  2008 
or  later  with  MPFS  nonfacility  PE  RVUs; 
payment  based  on  MPFS  nonfacility  PE 
RVUs);  or  “R2”  (Office-based  surgical 
procedure  added  to  ASC  list  in  CY  2008 
or  later  without  MPFS  nonfacility  PE 
RVUs;  payment  based  on  OPPS  relative 
payment  weight),  depending  on  whether 
we  estimated  it  would  be  paid  according 
to  the  standard  ASC  payment 
methodology  based  on  its  OPPS  relative 
payment  weight  or  at  the  MPFS 
nonfacility  PE  RVU  amount. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66840 
through  66841),  we  finalized  the 
temporary  office-based  designations  of  4 
procedures,  while  newly  designating  19 
procedures  as  permanently  office-based. 
In  addition,  we  designated  3  procedures 
reported  by  CPT  codes  21073 
(Manipulation  of  temporomandibular 
joint(s)  (TMJ),  therapeutic,  requiring  an 
anesthesia  service  (ie,  general  or 
monitored  anesthesia  care);  67229 
(Treatment  of  extensive  or  progressive 
retinopathy,  one  or  more  sessions; 
preterm  infant  (less  than  37  weeks 
gestation  at  birth),  performed  from  birth 


up  to  1  year  of  age  (eg,  retinopathy  of 
prematurity),  photocoagulation  or 
cryotherapy);  and  68816  (Probing  of 
nasolacrimal  duct,  with  or  without 
irrigation;  with  transluminal  balloon 
catheter  dilation)  that  were  new  for  CY 
2008  as  temporarily  office-based  on  an 
interim  basis.  Those  3  temporary 
designations  for  the  new  CY  2008  CPT 
codes  were  open  to  comment  during  the 
60-day  comment  period  for  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  We  indicated  that  we  would 
respond  to  public  comments  on  those 
designations  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period,  which 
we  do  in  the  discussion  in  section 
XV.E.l.b.(2)  of  this  final  rule  with 
comment  period. 

(2)  Changes  to  Covered  Surgical 
Procedures  Designated  as  Office-Based 
for  CY  2009 

In  developing  the  CY  2009  OPPS/ASC 
proposed  rule,  we  followed  our  final 
policy  to  annually  review  and  update 
the  surgical  procedures  for  which  ASC 
payment  is  made  and  to  identify  new 
procedures  that  may  be  appropriate  for 
ASC  payment,  including  their  potential 
designation  as  office-based.  We 
reviewed  the  CY  2007  utilization  data 
and  clinical  characteristics  for  all  those 
surgical  procedures  newly  added  for 
ASC  payment  in  CY  2008  that  were 
assigned  payment  indicator  “G2”  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period. 

As  a  result  of  that  review,  we 
identified  the  following  5  procedures 
that  we  proposed  to  newly  designate  as 
office-based  procedures  for  CY  2009: 
CPT  code  0084T  (Insertion  of  a 
temporary  prostatic  urethral  stent);  CPT 
code  36515  (Therapeutic  apheresis;  with 
extracorporeal  immunoadsorption  and 
plasma  reinfusion);  CPT  code  36516 
(Therapeutic  apheresis;  with 
extracorporeal  selective  adsorption  or 
selective  filtration  and  plasma 
reinfusion);  CPT  code  65436  (Removal 
of  corneal  epithelium;  with  application 
of  chelating  agent  (e.g.,  EDTA));  and 
CPT  code  67505  (Retrobulbar  injection; 
alcohol)  (73  FR  41527).  We  proposed  to 
make  the  office-based  designation  of 
CPT  code  0084T  temporary  because  we 
did  not  have  adequate  data  upon  which 
to  base  a  permanent  designation.  We 
proposed  to  make  permanent  office- 
based  designations  for  the  remaining 
four  procedures.  The  codes  that  we 
newly  proposed  as  office-based  were 
displayed  in  Table  40  of  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41527- 
8). 

Comment;  Commenters  stated  that 
CMS  should  not  finalize  any  of  its 
proposed  new  designations  of 


procedures  as  office-based,  in  order  to 
limit  the  exposure  of  the  ASC  payment 
system  to  the  vulnerabilities  of  the 
MPFS.  Further,  they  asserted  that  CMS 
did  not  provide  publicly  accessible  data 
to  validate  the  agency’s  assertions  that 
the  procedures  proposed  for  temporary 
or  permanent  assignment  as  office-based 
procedures  were  commonly  performed 
in  physicians’  offices  in  CY  2007.  They 
also  shared  their  belief  that,  as  more 
procedures  are  designated  office-based, 
the  linkage  between  the  ASC  and  OPPS 
ratesetting  methodology  would  be 
eroded  and  relative  weight  scaling  based 
on  changes  in  OPPS  median  costs 
would  be  confounded. 

Response:  We  continue  to  believe  that 
our  policy  to  identify  low  complexity 
procedures  that  are  usually  provided  in 
physicians’  offices  is  necessary  and 
valid.  We  believe  this  is  the  most 
appropriate  approach  to  preventing  the 
creation  of  payment  incentives  for 
services  to  move  from  physicians’ 
offices  to  ASCs  for  the  many  newly- 
covered  low  complexity  procedures  on 
the  ASC  list.  Moreover,  we  are  confident 
that  the  CY  2007  claims  data,  the  most 
recent  full  year  of  volume  and 
utilization  data,  is  an  appropriate  source 
to  inform  our  decisions  regarding  the 
site-of-service  for  procedures.  Our 
office-based  designations  are  based  on 
our  medical  advisors’  clinical 
judgments,  utilization  data  for 
procedures  that  are  closely  related  to  the 
procedures  being  evaluated,  and  any 
other  information  that  is  available  to  us, 
in  addition  to  the  claims  data.  We  post 
a  number  of  supporting  data  files  on  the 
CMS  Web  site  for  each  proposed  and 
final  rule  for  the  annual  OPPS/ASC 
update.  Although  we  do  not  post  all 
relevant  Medicare  data  on  the  CMS  Web 
site.  Medicare  claims  data  are  available 
to  any  member  of  the  public  who 
chooses  to  purchase  and  use  these  data. 
Therefore,  we  believe  that  commenters 
have  access  to  relevant  Medicare  claims 
and  utilization  data  in  order  to  conduct 
analyses  that  would  assist  them  in 
evaluating  all  of  our  ASC  proposals. 

Regarding  the  commenters’  assertions 
that  increasing  the  number  of 
procedures  designated  as  office-based 
further  erodes  the  linkage  between  the 
OPPS  and  ASC  ratesetting 
methodologies  and  increases  the 
exposure  of  the  ASC  payment  system  to 
the  “vulnerabilities  of  the  MFPS,”  it  is 
unclear  to  what  vulnerabilities  of  MPFS 
the  commenters  are  referring.  However, 
we  continue  to  believe  that  it  is 
appropriate  that  ASCs  be  paid  no  mtare 
for  performing  office-based  procedures 
than  those  procedures  would  be  paid 
when  performed  in  physicians’  offices, 
in  order  to  deter  inappropriate 
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migration  of  these  surgical  procedures 
to  ASCs  based  on  financial 
considerations  rather  than  clinical 
needs.  Therefore,  we  believe  it  is 
necessary  to  update  the  office-based  list 
of  ASC  covered  surgical  procedures 
annually,  to  account  for  changes  in 
medical  practice  and  new  surgical 
procedures  that  may  result  in  additional 
surgical  procedures  that  are 
predominantly  performed  in  physicians’ 
offices. 

Comment:  One  commenter  supported 
the  designation  of  CPT  codes  0084T 
(Insertion  of  a  temporary  prostatic 
urethral  stent)  and  55876  (Placement  of 
interstitial  device(s)  for  radiation 
therapy  guidance  (e.g.,  fiducial  markers, 


dosimeter),  prostate  (via  needle,  any 
approach),  single  or  multiple)  as  office- 
based  procedures.  The  commenter 
stated  that  the  procedure  reported  by 
CPT  code  0084T  is  minimally  invasive 
and  can  be  safely  performed  in  the 
physician’s  office  setting.  The 
commenter  also  requested  that  CMS 
make  permanent  the  office-based 
designation  of  CPT  code  55876.  The 
commenter  stated  that  the  procedure  is 
being  performed  safely  in  the  physician 
office  setting  and  believed  that  office- 
based  utilization  is  increasing. 

Response:  We  thank  the  commenter 
for  the  support.  However,  we  will 
maintain  the  temporary  office-based 
designations  for  CPT  codes  0084T  and 


55876  until  we  are  able  to  evaluate  more 
complete  utilization  and  clinical 
information  for  those  procedures.  CPT 
Code  55876  is  discussed  below  in  more 
detail. 

The  utilization  data  for  the 
procedures  listed  in  Table  44  did  not 
change  between  the  proposed  rule  and 
this  final  rule  with  comment  period. 
Therefore,  after  consideration  of  the 
public  comments  received,  we  are 
finalizing  our  CY  2009  proposal, 
without  modification,  to  designate  the 
procedures  displayed  in  Table  44  as 
office-based  for  CY  2009.  The  office- 
based  designation  of  CPT  code  0084T 
remains  temporary. 


Table  44— CY  2009  Final  Designations  of  ASC  Covered  Surgical  Procedures  Newly  Designated  as  Office- 

Based 


CY  2009  HCPCS 
code 

r - 

CY  2009  short  descriptor 

CY  2008 
ASC 
payment 
indicator 

Proposed 
CY  2009 
ASC 
payment 
indicator 

Final  CY 

2009  ASC 
payment 
indicator 

0084T  . 

Temp  prostate  urethral  stent . 

G2 

R2* 

R2* 

36515  . 

Apheresis,  adsorp/reinfuse . 

G2 

P2 

P2 

36516  . 

Apheresis,  selective  . 

G2 

P2 

P2 

65436  . 

Curette/treat  cornea  . 

G2 

P3 

P3 

67505  . 

Inject/treat  eye  socket  . . 

_ ^ 

P3 

P3 

_ 

*  If  designation  is  temporary. 


Furthermore,  during  the  development 
of  the  CY  2009  OPPS/ASC  proposed 
rule,  we  reviewed  CY  2007  utilization 
and  other  information  for  the  seven 
procedures  with  temporary  office-based 
designations  for  CY  2008.  Of  those 
procedures,  in  the  CY  2009  OPPS/ASC 
proposed  rule,  we  proposed  to  make 
permanent  the  office-based  designation 
for  CPT  code  28890  (Extracorporeal 
shock  wave,  high  energy,  performed  by 
a  physician,  requiring  anesthesia  other 
than  local,  including  ultrasound 
guidance,  involving  the  plantar  fascia) 
(73  FR  41528).  In  response  to  comments 
on  the  CY  2008  OPPS/ASC  proposed 
rule,  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period,  we  made  the 
office-based  designation  for  CPT  code 
28890  temporary  rather  than  permanent 
as  was  proposed  (72  FR  66839  through 
66840).  Although  the  CY  2006 
utilization  data  available  for 
development  of  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  showed 
that  the  service  was  provided  more  than 
70  percent  of  the  time  in  the  physician’s 
office  setting,  we  were  persuaded  by 
commenters  that  providers  may  have 
been  using  CPT  code  28890,  which  was 
new  for  CY  2006,  erroneously  to  report 
less  intensive  extracorporeal  shock 
wave  procedures  that  would  be  more 
frequently  performed  in  the  physician’s 


office.  Our  review  of  the  CY  2007  data 
continues  to  support  our  designation  of 
this  procedure  as  office-based  and  thus, 
we  believed  it  was  appropriate  to 
propose  to  make  that  designation 
permanent  for  CY  2009. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  not  make 
permanent  the  office-based  designations 
for  the  6  other  procedures  for  which  the 
CY  2008  designations  are  temporary  (73 
FR  41528).  For  those  procedures,  we  did 
not  believe  that  the  currently  available 
utilization  data  provided  an  adequate 
basis  for  proposing  permanent  office- 
based  designations.  In  our  review  of 
these  six  codes,  we  determined  that  it 
would  be  consistent  for  the  office-based 
assignment  of  HCPCS  code  C9728 
(Placement  of  interstitial  device(s)  for 
radiation  therapy/surgery  guidance  (e.g., 
fiducial  markers,  dosimeter),  other  than 
prostate  (any  approach),  single  or 
multiple)  also  to  be  temporary.  This 
procedure  is  paid  under  the  CY  2008 
ASC  payment  system  as  an  office-based 
procedure  but  is  analogous  to  CPT  code 
55876  (Placement  of  interstitial 
device(s)  for  radiation  therapy  guidance 
(e.g.,  fiducial  markers,  dosimeter), 
prostate  (via  needle,  any  approach), 
single  or  multiple),  for  which  we 
proposed  to  maintain  the  temporary 
office-based  payment  indicator  for  CY 


2009.  Therefore,  we  also  proposed  to 
assign  a  temporary  office-based  payment 
indicator  to  HCPCS  code  C9728  for  CY 
2009.  The  procedures  with  temporary 
office-based  status  for  the  CY  2008  ASC 
payment  system  that  we  proposed  to 
continue  to  temporarily  designate  as 
office-based  procedures  for  CY  2009 
were  displayed  in  Table  40 A  of  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41528). 

Those  procedures  and  their  CY  2009 
proposed  and  final  payment  indicators 
are  displayed  in  Table  45  below.  All 
procedures  for  which  the  proposed 
office-based  designation  for  CY  2009 
was  temporary  also  were  indicated  by 
an  asterisk  in  Addendum  AA  to  the  CY 
2009  OPPS/ASC  proposed  rule. 

Comment:  Commenters  on  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  and  commenters  on  the 
CY  2009  OPPS/ASC  proposed  rule 
objected  to  the  temporarily  office-based 
designation  for  CPT  code  21073 
(Manipulation  of  temporomandibular 
joint(s)  (TMJ),  therapeutic,  requiring  an 
anesthesia  service  (i.e.,  general  or 
monitored  anesthesia  care).  They 
asserted  that,  because  CPT  code  21073 
is  new  for  CY  2008  and  is  not 
analogous,  or  essentially  equivalent,  to 
any  previously  existing  code,  CMS  has 
no  data  upon  which  to  base  its 
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designation  of  CPT  code  21073  as  office- 
based.  One  commenter  said  that  CMS 
bears  the  burden  of  proof  in  categorizing 
a  service  as  office-based,  especially 
because  that  categorization  is 
permanent.  Further,  the  commenters 
noted  that,  by  definition,  the  procedure 
requires  anesthesia  services  and  they 
believe  it  is  unlikely  that  physicians’ 
offices  would  be  the  primary  site  for  this 
service. 

Response:  We  reexamined  the 
utilization  and  clinical  information 
available  to  us  for  this  procedure.  As 
noted  by  the  commenters,  CPT  code 
21073  is  new  for  CY  2008  and, 
therefore,  we  do  not  have  physician 
utilization  data  upon  which  to  base 
designation  of  the  procedure  as  office- 
hased.  However,  our  medical  advisors 
continue  to  believe  that  CPT  code  21073 
describes  a  surgical  procedure  that  they 
expect  will  he  performed  in  physician’s 
offices.  In  support  of  their  clinical 
perspective  are  the  clinical  example  and 
description  of  the  procedure  included  in 
CPT  2008  Changes:  An  Insider’s  View. 

In  that  description,  the  patient 
undergoes  the  procedure  under  general 
anesthesia  in  the  physician’s  office. 
However,  because  we  have  no  Medicare 
utilization  data  for  this  service,  we 
believe  that  a  temporary  office-based 
designation  is  most  appropriate. 

Comment:  A  commenter  requested 
that  CMS  reconsider  the  designation  of 
CPT  code  67229  (Treatment  of  extensive 
or  progressive  retinopathy,  one  or  more 
sessions;  preterm  infant  (less  than  37 
weeks  gestation  at  birth),  performed 


from  birth  up  to  1  year  of  age  (e.g., 
retinopathy  of  prematurity), 
photocoagulation  or  cryotherapy)  as 
temporarily  office-based.  The 
commenter  said  that,  by  its  very  nature, 
it  is  clear  that  the  procedure  is 
performed  on  premature  newborns  and 
that  it  would  never  be  done  in  the  office 
setting.  Further,  the  commenter  stated 
that,  because  the  procedure  is  not  as 
likely  to  be  done  in  ASCs  as  in  the 
HOPD  or  hospital  neonatal  intensive 
care  unit,  CMS  should  not  preclude  its 
performance  in  ASCs  by  setting  a 
payment  that  is  too  low  to  cover  the 
costs  of  the  treatment. 

Response:  We  reviewed  our 
temporary  designation  for  this  code  as 
office-based.  Although  we  do  not  have 
data  indicating  physicians’  office 
utilization,  according  to  the  clinical 
example  published  in  CPT  2008 
Changes:  An  Insider’s  View,  the 
procedure  requires  only  topical  , 
anesthesia  and  we  continue  to  believe 
that,  in  the  circumstances  that  the 
procedure  is  being  performed  on  a  child 
outside  of  the  hospital  setting,  it  would 
most  likely  be  performed  in  the 
physicians’  office.  We  would  also  point 
out  that,  at  this  time,  the  procedure  has 
not  been  priced  in  the  office  and,  as  a 
result,  the  temporary  assignment  of 
payment  indicator  R2  results  in 
payment  at  the  fully  implemented  ASC 
rate.  Therefore,  we  are  maintaining  for 
CY  2009  our  designation  of  CPT  code 
67229  as  temporarily  office-based. 

Comment:  Commenters  on  the  CY 
2008  OPPS/ASC  final  rule  with 


comment  period  and  commenters 'on  the 
CY  2009  OPPS/ASC  proposed  rule 
strongly  opposed  the  interim 
designation  of  new  CPT  code  68816 
(Probing  of  nasolacrimal  duct,  with  or 
without  irrigation;  with  transluminal 
balloon  catheter  dilation)  as  office- 
based.  They  stated  that  the  procedure  is 
not  furnished  in  physicians’  offices 
more  than  50  percent  of  the  time.  They 
explained  that  because  the  typical 
patient  is  a  14-month  old  infant  the 
surgical  procedure  reported  by  CPT 
code  68816  usually  requires  general 
anesthesia  and  absolutely  requires  the 
use  of  either  the  hospital  outpatient  or 
ASC  setting. 

Response:  CPT  code  68816  is  a  new 
code  for  CY  2008  and,  as  such,  we  do 
not  have  utilization  data  for  review.  We 
are  persuaded  by  the  commenters, 
however,  that  there  is  a  need  for  a 
facility  setting  to  perform  most  of  these 
procedures  and  believe  that  it  would  be 
appropriate  not  to  finalize  our  proposal 
to  designate  the  procedure  as  office- 
based,  even  temporarily.  Therefore,  we 
are  assigning  payment  indicator  “G2”  to 
CPT  code  68816  for  CY  2009. 

After  consideration  of  the  public 
comments  received,  as  displayed  in 
Table  45,  we  are  adopting  for  CY  2009 
the  following  payment  indicators  for 
those  procedures  that  were  designated 
temporarily  office-based  for  CY  2008 
and  for  which  we  proposed  to  maintain 
their  CY  2009  designation  as 
temporarily  office-based. 


Table  45 — Final  CY  2009  Payment  Indicators  for  CY  2008  Offfice-Based  Procedures  for  Which  Their 
Proposed  CY  2009  Designation  Was  Temporarily  Office-Based* 


CY  2009  HCPCS 
code 

1 

CY  2009  short  descriptor 

- j 

CY  2008 
ASC  pay¬ 
ment 

- 1 

Proposed 
CY  2009 
ASC  pay¬ 
ment 
indicator 

Final  CY 

2009  ASC 
payment 

1 

indicator 

indicator 

0099T  . 

Implant  comeal  ring . 

R2* 

R2* 

R2* 

0124T . 

Conjunctival  drug  placement . 

R2* 

R2* 

R2* 

21073  . 

Mnpj  of  tmj  w/anesthesia  . . . 

P3* 

P3* 

P3* 

55876  . 

Place  rt  device/marker,  pros  . . . . . 

P3* 

P3* 

P3‘ 

67229  . 

Tr  retinal  les  preterm  inf . 

R2* 

R2* 

R2* 

68816  . 

Probe  nl  duct  w/balloon . 

P3* 

1  P3* 

G2 

C9728  . 

1 

Place  device/marker,  non  pro  . 

R2* 

1  R2* 

R2* 

1 _ 

*  If  designation  is  temporary. 


Displayed  in  Table  46  are  new  CY 
2009  HCPCS  codes  (excluding 
renumbered  codes)  to  which  we  have 
assigned  temporary  office-hased 
payment  indicators.  As  explained  in 
section  XV.D.l.  of  this  final  rule  with 
comment  period,  we  reviewed  all  of  the 
newly  created  HCPCS  codes  that 
became  available  after  the  issuance  of 
the  CY  2009  OPPS/ASC  proposed  rule 


that  will  be  used  to  report  surgical 
procedures  in  CY  2009  to  evaluate  their 
appropriateness  for  the  ASC  list  of 
covered  surgical  procedures.  Of  the  16 
new  CY  2009  HCPCS  codes  that  we 
determined  should  not  he  excluded 
from  the  ASC  list  based  on  our  clinical 
review,  including  assessment  of 
available  utilization  and  volume  data  for 
any  closely  related  procedures  and 


consideration  of  other  available 
information,  we  determined  that  three 
of  the  procedures  would  usually  he 
performed  in  physicians’  offices. 
However,  because  we  had  no  utilization 
data  for  the  procedures  described  by 
these  new  HCPCS  codes,  we  made  the 
office-based  designations  temporary 
rather  than  permanent  and  will 
reevaluate  the  procedures  when  data 
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become  available.  The  temporary 
payment  indicators  for  the  three  office- 
based  procedures  displayed  in  Table  46 
are  interim  designations  and  are  open  to 
public  comment  during  the  BO-day 


comment  period  for  this  final  rule  with 
comment  period.  HCPCS  codes  that  are 
new  for  CY  2009  are  designated  with  an 
“NI”  comment  indicator  in  Addenda 
AA.  We  will  respond  to  public 


comments  on  the  interim  designations 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period. 


Table  46— CY  2009  Payment  Indicators  for  New  CY  2009  HCPCS  Codes  for  ASC  Covered  Surgical  * 
Procedures  Assigned  Temporary  Office-Based  Payment  Indicators  on  an  Interim  Basis 


1 

CY  2009  HCPCS  code 

CY  2009  long  descriptor  | 

i 

CY  2009 
Interim  ASC 
payment 
indicator 

46930  . . . 

- f- 

Destruction  of  internal  hemorrhoid(s)  by  thermal  energy  (eg,  infrared  coagulation,  cautery,  radio-  I 

P3* 

frequency).  i 

64455  . 

Injection(s),  anesthetic  agent  and/or  steroid,  plantar  common  digital  nerve(s)  (eg,  Morton’s  ! 

P3* 

neuroma). 

64632  . 

Destruction  by  neurolytic  agent;  plantar  common  digital  nerve . | 

P3* 

*  If  designation  is  temporary. 


c.  Covered  Surgical  Procedures 
Designated  as  Device-Intensive 

(1)  Background 

As  discussed  in  the  August  2,  2007 
ASC  final  rule  (72  FR  42503  through 
42508),  we  adopted  a  modified  payment 
methodology  for  calculating  the  ASC 
payment  rates  for  covered  surgical 
procedures  that  are  assigned  to  the 
subset  of  OPPS  device-dependent  APCs 
with  a  device  offset  percentage  greater 
than  50  percent  under  the  OPPS,  in 
order  to  ensure  that  payment  for  the 
procedure  is  adequate  to  provide 
packaged  payment  for  the  high-cost 
implantable  devices  used  in  those 
procedures.  We  assigned  payment 
indicators  “H8”  (Device-intensive 
procedure  on  ASC  list  in  CY  2007;  paid 
at  adjusted  rate)  and  “J8”  (Device¬ 
intensive  procedure  added  to  ASC  list 
in  CY  2008  or  later;  paid  at  adjusted 
rate)  to  identify  the  procedures  that 
were  eligible  for  ASC  payment 
calculated  according  to  the  modified 
methodology,  depending  on  whether  the 
procedure  was  included  on  the  ASC  list 
of  covered  surgical  procedures  prior  to 
CY  2008  and  therefore,  subject  to 
transitional  payment  as  discussed  in  the 
•CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41530).  The  45  “device-intensive” 
procedures  for  which  the  modified  rate 
calculation  methodology  applies  in  CY 
2008  were  displayed  in  Table  56  and  in 
Addendum  AA  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66843  and  66945  through  66993). 

(2)  Changes  to  List  of  Covered  Surgical 
Procedures  Designated  as  Device- 
Intensive  for  CY  2009 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41528  through  41529),  we 
proposed  to  update  the  ASC  list  of 
covered  surgical  procedures  that  are 
eligible  for  payment  according  to  the 


device-intensive  procedure  payment 
methodology  for  CY  2009,  consistent 
with  the  proposed  OPPS  device¬ 
dependent  APC  update,  reflecting  the 
proposed  APC  assignments  of 
procedures,  designation  of  APCs  as 
device-dependent,  and  APC  device 
offset  percentages  based  on  CY  2007 
claims  data.  OPPS  device-dependent 
APCs  are  discussed  further  in  section 
II.A.2.d.(l)  of  this  final  rule  with 
comment  period.  The  ASC  covered 
surgical  procedures  that  we  proposed  to 
designate  as  device-intensive  and  that 
would  be  subject  to  the  device-intensive 
procedure  payment  methodology  were 
listed  in  Table  41  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41529 
through  41530).  The  HCPCS  code,  the 
HCPCS  code  short  descriptor,  the 
proposed  payment  indicator,  the 
proposed  CY  2009  OPPS  APC 
assignment,  and  the  proposed  CY  2009 
OPPS  APC  device  offset  percentage 
were  also  listed  in  Table  41  of  the 
proposed  rule.  Each  proposed  device¬ 
intensive  procedure  was  assigned 
payment  indicator  “H8”  or  “J8,” 
depending  on  whether  it  is  subject  to 
transitional  payment,  and  all  of  these 
codes  were  included  in  Addendum  AA 
to  the  CY  2009  OPPS/ASC  proposed 
rule. 

Comment:  The  commenters  generally 
supported  the  continuation  of  a 
modified  payment  methodology  for  ASC 
covered  surgical  procedures  designated 
as  device-intensive.  However,  several 
commenters  stated  that  many  of  the 
procedures  CMS  identifies  as  device¬ 
dependent  under  the  OPPS  are  not 
treated  as  device-intensive  under  the 
revised  ASC  payment  system,  and  that 
the  resulting  ASC  payment  rates 
proposed  for  these  procedures  are  too 
low  to  ensure  patient  access  to  these 
procedures  in  the  ASC  setting. 
According  to  these  commenters,  the 


placement  of  an  APC  on  the  OPPS 
device-dependent  list  means  that  a 
significant  portion  of  the  procedure  cost 
is  not  influenced  by  factors  such  as 
labor  costs.  They  argued  that  ASC 
procedures  that  are  device-dependent 
under  the  OPPS  should  likewise  be 
protected  from  the  full  application  of 
the  ASC  conversion  factor,  in  order  to 
properly  account  for  the  fixed  cost  of 
the  device  or  implant,  and 
recommended  that  CMS  treat  as  device¬ 
intensive  all  ASC  procedures  that  are 
assigned  to  an  OPPS  device-dependent 
APC. 

The  commenters  expressed  general 
concerns  about  the  payment  adequacy 
of  procedures  mapping  to  OPPS  device¬ 
dependent  APC  0083  (Coronary  or  Non- 
Coronary  Angioplasty  and  Percutaneous 
Valvuloplasty);  APC  0115  (Cannula/ 
Access  Device  Procedures);  APC  0202 
(Level  VII  Female  Reproductive 
Procedures);  and  APC  0623  (Level  III 
Vascular  Access  Procedmres).  Some 
commenters  asked  that  CMS  reconsider 
the  criteria  for  recognizing  procedures 
as  device-intensive  for  ASC  payment 
purposes  to  include  procedures  where 
the  OPPS  device  offset  percentage  is 
lower  than  50  percent,  while  others 
requested  that  CMS  add  to  the  ASC  list 
of  device-intensive  procedures  those 
procedures  that  require  items  that 
would  have  been  separately  payable 
under  the  Durable  Medical  Equipment, 
Prosthetics,  Orthotics,  and  Supplies 
(DMEPOS)  fee  schedule  prior  to  the 
implementation  of  the  revised  ASC 
payment  system  on  January  1,  2008. 

Several  commenters  did  not  request 
that  CMS  modify  the  methodology  for 
designating  ASC  covered  surgical 
procedures  as  device-intensive,  but 
requested  that  specific  procedures  that 
were  not  included  in  Table  41  of  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41529  through  41530)  be  recognized  as 
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device-intensive  in  CY  2009.  Some 
commenters  argued  that  the  procedures 
described  by  the  following  codes  always 
require  the  use  of  an  auditory 
osseointegrated  device  and  should  be 
considered  device-intensive  for  ASC 
payment  purposes:  CPT  code  69714 
(Implantation,  osseointegrated  implant, 
temporal  bone,  with  percutaneous 
attachment  to  external  speech 
processor/cochlear  stimulator;  without 
mastoidectomy);  CPT  code  69715 
(Implantation,  osseointegrated  implant, 
temporal  bone,  with  percutaneous 
attachment  to  external  speech 
processor/cochlear  stimulator;  with 
mastoidectomy);  CPT  code  69717 
(Replacement  (including  removal  of 
existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor/cochlear  stimulator; 
without  mastoidectomy);  and  CPT  code 
69718  (Replacement  (including  removal 
of  existing  device),  osseointegrated 
implant,  temporal  bone,  with 
percutaneous  attachment  to  external 
speech  processor Acochlear  stimulator; 
with  mastoidectomy).  According  to 
these  commenters,  the  proposed  ASC 
payment  rate  of  approximately  $3,086 
would  be  inadequate  to  cover  the  device 
costs  associated  with  these  procedures 
and,  therefore,  would  prevent  ASCs 
from  providing  these  services.  The 
commenters  added  that  these  CPT  codes 
map  to  device-dependent  APC  0425 
(Level  II  Arthroplasty  or  Implantation 
with  Prosthesis),  and  that  it  is 
inconsistent  for  a  procedure  to  be 
considered  device-driven  in  one  setting 
of  care  and  not  another  setting  of  care. 

Several  commenters  also  pointed  out 
that  CPT  code  19296  (Placement  of 
radiotherapy  afterloading  balloon 
catheter  into  the  breast  for  interstitial 
radioelement  application  following 
partial  mastectomy,  includes  imaging 
guidance;  on  date  separate  from  partial 
maistectomy)  and  CPT  code  19297 
(Placement  of  radiotherapy  afterloading 
balloon  catheter  into  the  breast  for 
interstitial  radioelement  application 
following  partial  mastectomy,  includes 
imaging  guidance;  concurrent  with 
partial  mastectomy),  which  map  to 
OPPS  device-dependent  APC  0648 
(Level  IV  Breast  Surgery),  require  the 
use  of  a  device  that  has  a  list  price  that 
clearly  exceeds  50  percent  of  the 
median  costs  calculated  for  those  CPT 
codes  and,  therefore,  concluded  that 
these  procedures  should  be  added  to  the 
ASC  list  of  device-intensive  procedures. 

Response:  We  appreciate  commenters’ 
recommendations  on  how  we  should 
designate  procedures  as  device- 
intensive  under  the  revised  ASC 
payment  system.  In  the  August  2,  2007 


revised  ASC  payment  system  final  rule 
(72  FR  42508),  we  established  that  the 
modified  payment  methodology  for 
calculating  ASC  payment  rates  for 
device-intensive  procedures  shall  apply 
to  ASC  covered  surgical  procedures  that 
are  assigned  to  device-dependent  APCs 
under  the  OPPS  for  the  same  calendar 
year,  where  those  APCs  have  a  device 
cost  of  greater  than  50  percent  of  the 
APC  cost  (that  is,  the  device  offset 
percentage  is  greater  than  50).  We 
believe  these  criteria  ensure  that  ASC 
payment  rates  are  adequate  to  provide 
packaged  payment  for  high  cost 
implantable  devices  and  ensure 
beneficiaries  have  access  to  these 
procedures  in  all  appropriate  care 
settings.  We  do  not  agree  that  we  should 
change  our  criteria  and  treat  as  device¬ 
intensive  all  ASC  services  that  map  to 
OPPS  device-dependent  APCs,  or  the 
subset  of  procedures  that  are  assigned  to 
OPPS  device-dependenH\PCs  with 
device  offset  percentages  less  than  50  *• 
percent,  regardless  of  whether  those 
procedures  require  items  that  would 
have  been  separately  payable  under  the 
DMEPOS  fee  schedule  prior  to  the 
implementation  of  the  revised  ASC 
payment  system  on  January  1,  2008. 
Under  the  modified  payment 
methodology  for  ASC  covered  surgical 
procedures  designated  as  device¬ 
intensive,  we  separately  determine  both 
the  device  payment  and  service 
payment  portions  of  the  ASC  payment 
rate,  and  apply  the  ASC  conversion 
factor  only  to  the  specially  calculated 
OPPS  relative  payment  weight  for  the 
service  portion,  while  providing  the 
same  packaged  payment  for  the  device 
portion  as  would  be  made  under  the 
OPPS.  The'50-percent  device  offset 
threshold  is  established  to  ensure  that 
the  ASC  conversion  factor  is  not  applied 
to  the  costs  of  high  cost  implantable 
devices,  which  likejy  do  not  vary 
between  ASCs  and  OPPS  hospitals  in 
the  same  manner  service  costs  have 
been  shown  to  vary.  We  believe  that 
when  device  costs  comprise  less  than  50 
percent  of  total  procedure  costs,  those 
costs  are  less  likely  to  be  as  predictable 
across  sites-of-service.  Accordingly,  we 
believe  that  it  is  possible  for  ASCs  to 
achieve  efficiencies  relative  to  OPPS 
hospitals  when  providing  those 
procedures,  and  that  the  application  of 
the  ASC  conversion  factor  to  the  entire 
ASC  payment  weight  is  appropriate. 

We  note  that,  due  to  additional  claims 
and  revised  cost  report  data  that  have 
become  available  since  we  issued  the 
CY  2009  OPPS/ ASC  proposed  rule,  the 
OPPS  device  offset  percentage  for 
device-dependent  APC  0425  is  now 
greater  than  50  percent.  Therefore,  the 


procedures  that  are  on  the  list  of  ASC 
covered  surgical  procedures  and 
assigned  to  this  APC,  including  auditory 
osseointegrated  device  implantation 
procedures,  are  designated  as  device¬ 
intensive  for  ASC  payment  purposes  for 
CY  2009,  as  shown  in  Table  47  below. 
However,  the  device  offset  percentages 
for  APC  0083,  APC  0115,  APC  0202, 

APC  0623,  and  APC  0648  remain  below 
50  percent  based  on  the  CY  2007  claims 
data  available  for  this  final  rule  with 
comment  period.  Therefore,  the  surgical 
procedures  that  are  assigned  to  these 
APCs  under  the  OPPS  and  that  me  on 
the  ASC  list  of  covered  surgical 
procedures  are  not  considered  to  be 
device-intensive  procedures  for  CY  2009 
and  they  are  not  subject  to  the  modified 
ASC  payment  methodology. 

Comment:  Some  commenters  urged 
CMS  to  move  to  the  fully  implemented 
transitional  payment  rate  in  CY  2009  for 
procedures  that  require  implantable 
devices  but  are  not  designated  as 
device-intensive.  According  to 
commenters,  ASCs  cannot  afford  to 
perform  procedures  with  significant 
device  costs  for  which  no  payment  for 
the  device  is  made  during  the  transition. 
Commenters  offered  as  an  example  the 
procedure  described  by  CPT  code  26535 
(Arthroplasty,  interphalangeal  joint; 
each  joint),  which  requires  implantation 
of  a  prosthetic  joint.  Commenters  noted 
that  because  the  procedure  does  not 
map  to  a  device-dependent  APC  and  is 
not  considered  device-intensive  for  ASC 
payment  purposes,  the  procedure  would 
not  be  economically  feasible  to  perform 
in  the  ASC  setting  until  full 
implementation  of  the  revised  ASC 
payment  rates  in  CY  2011.  Some 
commenters  stated  that  the  payment 
rates  calculated  for  ASC  device¬ 
intensive  procedures  that  are  subject  to 
transitional  payment  also  are  too  low. 

One  commenter  recommended  that 
CMS  exempt  CPT  code  51715 
(Endoscopic  injection  of  implant 
material  into  the  submucosal  tissues  of 
the  urethra  and/or  bladder  neck)  from 
the  4-year  transition  and  immediately 
adopt  the  “fully  implemented”  ASC 
payment  rate  in  order  to  recognize  more 
appropriately  the  procedure’s  device 
costs.  The  commenter  calculated  the 
OPPS  device  offset  percentage  of  CPT 
code  51715  and  found  that  it  equals  29 
percent  of  the  CY  2009  OPPS  proposed 
payment  rate  for  CPT  code  51715,  but 
68  percent  of  the  CY  2009  ASC 
proposed  payment  rate.  According  to 
the  commenter,  prior  to  implementation 
of  the  revised  ASC  payment  system  on 
January  1,  2008,  ASCs  would  have 
received  payment  for  these  high  device 
costs  under  the  DMEPOS  fee  schedule 
rather  than  through  the  ASC  facility 
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payment  for  CPT  code  51715.  The  CPT  code  51715  are  not  assigned  to  by  the  Medicare  wage  index.  According 

commenter  reasoned  that  since  the  OPPS  device-dependent  APCs,  and  thus  to  commenters,  the  acquisition  of 

devices  are  no  longer  paid  separately,  do  not  meet  the  criteria  established  for  devices  and  implants  occurs  on  a 

the  procedure  described  by  CPT  code  designating  ASC  covered  surgical  national  market,  and  ASCs  in  rural  areas 

51715  is  in  the  same  situation  as  a  procedures  as  device-intensive.  pay  approximately  the  same  for  medical 

procedure  code  that  is  newly  assigned  Accordingly,  we  do  not  distinguish  devices  and  equipment  as  are  facilities 

to  payment  in  the  ASC  setting  (that  is,  between  the  device  and  service  portions  in  more  expensive  labor  markets.  The 

there  is  no  longer  a  relevant  payment  of  ASC  payment  for  these  procedures,  commenters  stated  that  CMS  is 

within  the  prior  ASC  system  upon  and  the  transitional  adjustment  is  underpaying  device  costs  in  markets 

which  to  base  the  transition).  The  applied  to  the  total  ASC  payment  rates.  where  the,  wage  index  is  low,  and 

commenter  concluded  that  this  was  -an  As  established  in  regulation  at  overpaying  in  markets  where  the  wage 

analogous  case  warranting  the  same  §  416.171(c),  the  transitional  adjustment  index  is  high.  The  commenters 

remedy  of  full  implementation  of  the  applies  to  all  services  on  the  CY  2007  recommended  CMS  use  the  OPPS 

ASC  rate  without  phase-in.  ASC  list  of  covered  services.  We  cannot  device  offset  percentage  where 

Several  commenters  argued  that  CMS  make  an  exception  for  procedures,  such  calculated  for  OPPS  device-dependent 

should  not  subject  procedures  that  were  as  the  one  described  by  CPT  code  procedures  to  determine  what  portion  of 

on  the  ASC  list  of  covered  surgical  55873,  that  were  on  the  CY  2007  ASC  the  ASC  payment  should  be  excluded 

procedures  in  CY  2007  but  were  rarely  list  of  covered  services  but  were  rarely  from  wage  index  adjustment.  For  other 

performed  in  ASCs  prior  to  2008  to  the  performed  in  ASCs  according  to  services  that  are  not  device-dependent 

transitional  adjustment.  One  commenter  commenters.  under  the  OPPS,  commenters 

provided  its  data  analysis  demonstrating  We  disagree  with  commenters  that  recommended  CMS  calculate  the 

that  CPT  code  55873  (Cryosurgical  payment  rates  for  ASC  device-intensive  amount  of  the  pa)mient  attributable  to 

ablation  of  the  prostate  (includes  procedures  that  are  subject  to  the  median  device  cost  and  apply  the 

ultrasonic  guidance  for  interstitial  transitional  payment  also  are  too  low.  wage  index  to  the  remainder  of  the 

cryosurgical  probe  placement))  was  Consistent  with  the  approach  under  the  payment. 

present  on  three  ASC  claims  in  CY  modified  payment  methodology  for  ASC  Response:  We  do  not  believe  it  is 

2007,  on  one  claim  in  CY  2006,  and  was  covered  surgical  procedures  designated  appropriate  to  vary  the  percentage  of  the 

not  billed  at  all  by  ASCs  in  CY  2005.  as  device-intensive  whereby  we  only  national  payment  that  is  wage  adjusted 

According  to  the  commenters,  the  ^PPly  fhe  ASC  conversion  factor  to  the  for  different  services.  Under  the  revised 

transitional  payment  for  CPT  code  service  payment  portion  of  the  ASC  ASC  payment  system,  we  utilize  50 

55873  is  inadequate  to  cover  ASCs’  payment  rate  and  not  the  device  percent  as  the  labor-related  share  to 

costs  of  providing  the  procedure  and  payment  portion,  we  also  apply  the  adjust  national  ASC  payment  rates  for 

will  prevent  beneficiaries  from  transition  policy  differentially  to  the  geographic  wage  differences.  We  apply 

accessing  this  procedure  in  the  ASC  device  and  service  payment  portions  of  to  ASC  payments  the  IPPS  pre-floor, 

setting.  the  total  ASC  payment.  While  we  do  not  pre-reclassification  wage  index  values 

Response:  We  do  not  agree  that  we  subject  the  device  payment  portion  of  associated  with  the  June  2003  OMB 

should  move  to  the  full  revised  ASC  the  total  ASC  payment  for  the  procedure  geographic  localities,  as  recognized 

payment  rates  in  CY  2009  for  all  ASC  to  the  transition  policy,  we  do  transition  under  the  IPPS  and  OPPS,  in  order  to 

covered  surgical  procedures  that  may  the  service  payment  portion  of  the  total  adjust  the  labor-related  portion  of  the 

require  implantable  devices  but  are  not  ASC  payment  for  the  procedure  over  the  national  ASC  payment  rates  for 

designated  as  device-intensive  for  ASC  4-year  phase-in  period.  As  described  in  geographic  wage  differences.  Consistent 

payment  purposes.  As  we  stated  in  the  *  the  August  2,  2007  revised  ASC  with  the  OPPS,  we  apply  the  ASC 

August  2,  2007  revised  ASC  payment  payment  system  final  rule  (72  FR  geographic  wage  adjustment  to  the 

system  final  rule  (72  FR  42520),  the  42521),  during  each  of  the  transition  entire  ASC  payment  rate  for  device¬ 
transition  to  the  fully  implemented  years,  when  the  CY  2007  ASC  payment  intensive  procedures.  MedPAC  has 

revised  ASC  payment  system  should  not  rate  for  a  device-intensive  procedure  indicated  its  intent  to  evaluate  CMS’ 

be  asymmetrical,  meaning  that  that  did  not  previously  include  method  for  adjysting  payments  for 

procedures  with  decreasing  payments  packaged  ASC  payment  for  the  variations  in  labor  costs  in  light  of 

under  the  revised  payment  system  implantable  device  itself  is  blended  differences  in  labor-related  costs  for 

should  not  be  transitioned  differently  with  the  payment  developed  under  the  device-implantation  services.  We  look 

from  those  with  increasing  payments.  methodology  of  the  revised  ASC  forward  to  reviewing  the  results  of  its 

We  also  do  not  agree  that  procedures  payment  system  that  would  otherwise  evaluation,  as  well  as  any 

not  designated  as  device-intensive  that  package  the  device  payment,  the  full  recommendations  it  may  provide, 

require  items  that  would  have  been  device  payment  amount  is  paid  to  ASCs  regarding  the  OPPS  or  ASC  wage 

separately  payable  under  the  DMEPOS  in  the  transition  year,  with  blended  adjustment  policy, 

fee  schedule  prior  to  the  payment  determined  only  for  the  service  Comment:  Commenters  expressed 

implementation  of  the  revised  ASC  portion  of  the  ASC  payment,  for  which  concern  that  the  payment  increase 

payment  system  on  January  1,  2008,  are  a  corresponding  CY  2007  ASC  payment  proposed  for  cochlear  implant 

in  the  same  situation  as  a  procedure  rate  exists.  This  specific  transition  procedures  would  be  insufficient  to 

code  that  is  newly  covered  in  the  ASC  approach  helps  ensure  that  ASCs  cover  the  true  costs  associated  with  the 

setting,  and  thus  not  subject  to  the  receive  appropriate  packaged  payment  cochlear  implant  device,  described  by 

transition.  for  implantable  devices  during  the  HCPCS  code  L8614  (Cochlear  device. 

As  stated  above,  only  those  ASC  transition  years,  even  though  payment  includes  all  internal  and  external 

covered  surgical  procedures  that  are  for  such  devices  is  generally  not  components),  and  related  surgical 

assigned  to  OPPS  device-dependent  included  in  their  base  CY  2007  ASC  procedure,  described  by  CPT  code 

APCs  and  have  OPPS  device  offset  payment  rate.  69930  (Cochlear  device  implantation, 

percentages  greater  than  50  percent  are  Comment:  Some  commenters  urged  with  or  without  mastoidectomy),  which 

designated  as  device-intensive  for  ASC  CMS  not  to  adjust  the  device-or  is  assigned  to  OPPS  device-dependent 

payment  purposes.  CPT  code  26535  and  implant-related  portion  of  ASC  payment  APC  0259  (Level  VII  ENT  Procedures). 
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In  order  to  preserve  access  to  this 
service  in  the  ASC  setting,  commenters 
urged  CMS  to  reconsider  the  CY  2009 
proposed  ASC  payment  rate  of 
approximately  $22,744  based  on 
estimates  of  the  selling  price  of  the 
cochlear  implant  device  as  calculated 
using  hospital  invoice  data  supplied 
separately  by  the  two  leading  cochlear 
implant  manufacturers.  Other 
commenters  encouraged  CMS  to 
continue  to  monitor  and  adjust 
payments  for  cochlear  implant  claims 
including  CPT  code  69930  paired  with 
HCPCS  code  L8614. 

Response:  We  calculate  the  ASC 
relative  payment  weights  using  the 
OPPS  relative  weights,  which  are  based 
on  hospitals’  costs  as  reported  on  claims 
and  in  cost  reports.  As  discussed  in 
section  II.A.2.d.(l).  of  this  final  rule 
with  comment  period,  we  disagree  with 
the  commenters  that  it  would  be 
appropriate  to  use  external  pricing 
information  in  place  of  the  costs  derived 
from  the  claims  and  Medicare  cost 
report  data  for  APC  0259  because  we 
believe  that  to  do  so  would  distort  the 
relativity  that  is  fundamental  to  the 
integrity  of  the  OPPS.  We  do  not  believe 
it  would  be  appropriate  to  deviate  from 
our  standard  ratesetting  methodologies, 
either  for  OPPS  device-dependent  APCs 
or  ASC  device-intensive  procedures, 
based  on  manufacturer  estimates  of  a 
particular  device’s  selling  price  relative 
to  the  OPPS  or  ASC  payment  rate. 

Comment:  One  commenter  requested 
CMS  adjust  the  OPPS  device  offset 
percentages  for  ASC  device-intensive 
payment  purposes  to  account  for  the 
effects  of  charge  compression. 

According  to  the  commenter,  CMS 
should  “decompress”  the  supply 
median  costs  to  minimize  any  artificial 
reductions  that  cheirge  compression 
causes  in  the  estimate  of  the  OPPS 
device  offset  percentages. 

Response:  As  discussed  in  section 
II.A.l.c.(2)  of  this  final  rule  with 
comment  period,  for  CY  2009,  we  are 
not  adopting  any  short-term  statistical 


regression-based  adjustments  under  the 
OPPS  that  would-serve  to  “decompress” 
the  median  costs  for  procedures 
involving  devices,  or  for  any  other 
procedures.  Rather,  we  are  focusing  on 
long-term  changes  to  Medicare  cost 
reporting  to  address  the  effects  of  charge 
compression,  including  the  creation  of 
two  new  cost  centers.  Medical  Supplies 
Charged  to  Patients  and  Implantable 
Devices  Charged  to  Patients,  to  replace 
the  current  cost  center  called  Supplies 
Charged  to  Patient  as  discussed  in 
section  II.A.l.c.{2)  of  this  final  rule  with 
comment  period.  We  believe  that  this 
change  to  how  hospitals  report  costs  for 
devices  and  supplies  will  improve  our 
future  estimates  of  costs  related  to  high 
cost  implantable  devices,  including  the 
device  offset  percentages  upon  which 
we  base  the  device  portion  of  ASC 
payment  rates  for  device-intensive 
procedures. 

Comment:  One  commenter 
recommended  that  CMS  adopt  the  OPPS 
concepts  of  pass-through  payments  and 
New  Technology  APCs  into  the  ASC 
payment  system.  According  to  the 
commenter,  adequate  payment  for 
newer  advanced  technologies  in  the 
most  appropriate  setting  will  ensure 
optimum  care  for  Medicare 
beneficiaries. 

Response:  Under  the  revised.  ASC 
payment  system,  we  provide  separate 
payment  at  contractor-priced  rates  for 
devices  that  are  included  in  device 
categories  with  pass-through  status 
under  the  OPPS  when  the  devices  are  an 
integral  part  of  a  covered  surgical 
procedure.  As  discussed  in  section  IV.A. 
of  this  final  rule  with  comment  period, 
new  pass-through  device  categories  may 
be  established  on  a  quarterly  basis,  but 
currently  there  are  no  OPPS  device 
pass-through  categories  that  would 
continue  for  OPPS  pass-through 
payment  (and,  correspondingly, 
separate  ASC  payment)  in  CY  2009. 

New  technology  surgical  procedures 
described  by  Category  III  CPT  codes  or 
Level  II  HCPCS  codes  that  crosswalk 


directly  or  are  clinically  similar  to 
established  procedures  already  on  the 
ASC  list  of  covered  surgical  procedures, 
including  those  assigned  to  New 
Technology  APCs  under  the  OPPS,  are 
eligible  for  ASC  payment  if  we  believe 
they  would  not  be  expected  to  po.se  a 
significant  risk  to  the  safety  of  Medicare 
beneficiaries  and  to  require  an  overnight 
stay  when  provided  in  an  ASC. 

Under  the  OPPS,  new  technology 
procedures  that  are  not  eligible  for  pass¬ 
through  payment  may  be  assigned 
temporarily  to  a  New  Technology  APC. 
Those  APCs  are  designated  by  cost 
bands,  with  payment  under  the  OPPS  at 
the  midpoint  of  the  cost  band,  and  were 
created  to  allow  CMS  to  make 
appropriate  and  consistent  payment  for 
new  procedures,  based  on  their 
estimated  costs,  that  are  not  yet 
reflected  in  OPPS  claims  data.  This 
OPPS  methodology  provides  a 
mechanism  for  timely  Medicare 
payment  for  some  new  technologies. 
ASC  payment  for  procedures  assigned  to 
New  Technology  APCs  under  the  OPPS 
and  included  on  the  ASC  list  of  covered 
surgical  procedures  is  made  at  the  ASC 
jate  calculated  according  to  the  standard 
methodology  for  the  ASC  payment 
system.  Thus,  ASCs  have  the  same 
timely  access  to  payment  for  any  new 
technology  procedure  that  is  a  covered 
ASC  surgical  procedure  assigned  to  a 
New  Technology  APC  under  the  OPPS. 

We  do  not  believe  it  is  necessary  to 
implement  any  additional  ASC-specific 
policies  to  ensure  adequate  payment  for 
newer  advanced  technologies  in  the 
ASC  setting.  As  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66843),  we 
believe  these  policies  serve  to 
appropriately  incorporate  payment  for 
new  technologies  under  the  revised  ASC 
payment  system.  After  consideration  of 
the  public  comments  received,  we  are 
designating  the  ASC  covered  surgical 
procedures  displayed  in  Table  47  below 
as  device-intensive  for  CY  2009. 

Device-Intensive  for  CY  2009 


Table  47— ASC  Covered  Surgical  Procedures  Designated  as 


1 

CY  2009 
HCPCS 
code 

CY  2009  short  descriptor  i 

Final  CY  2009  ASC 
payment  indicator 

Final  CY  2009 
OPPS  APC 

CY  2009  OPPS  APC  title  ! 

Final  CY  2009 
device¬ 
dependent 
APC  offset 
percentage 

24361  . 

Reconstruct  elbow  joint  . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

24363  . 

Replace  elbow  joint  . 

H8  . 

0425 

! 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

24366  . 

Reconstruct  head  of  radius  . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

25441  . 

Reconstruct  wrist  joint  . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 
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Table  47— ASC  Covered  Surgical  Procedures  Designated  as  Device-Intensive  for  CY  2009— Continued 


CY  2009 
HCPCS 
code 

CY  2009  short  descriptor 

Final  CY  2009  ASC 
payment  indicator 

Final  CY  2009 
OPPS  APC 

— 

CY  2009  OPPS  APC  title 

Final  CY  2009 
device¬ 
dependent 
APC  offset 
percentage 

25442  . 

Reconstruct  wrist  joint  . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

25446  . 

Wrist  replacement . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

27446  . 

Revision  of  knee  joint  . 

J8  . 

0681 

Knee  Arthroplasty  . 

71 

33206  . 

Insertion  of  heart  pacemaker . 

J8  . 

0089 

Insertion/Replacement  of  Perma¬ 
nent  Pacemaker  and  Electrodes. 

72 

33207  . 

Insertion  of  heart  pacemaker . 

J8  . 

0089 

Insertion/Replacement  of  Perma¬ 
nent  Pacemaker  and  Electrodes. 

72 

33208  . 

Insertion  of  heart  pacemaker . 

J8  . 

,  0655 

Insertion/Replacement/Conversion 
of  a  permanent  dual  chamber 
pacemaker. 

76 

33212  . 

Insertion  of  pulse  generator . 

H8  . 

0090 

Insertion/Replacement  of  Pace¬ 
maker  Pulse  Generator. 

74 

33213  . 

Insertion  of  pulse  generator . 

H8  . 

0654 

Insertion/Replacement  of  a  perma¬ 
nent  dual  chamber  pacemaker. 

77 

33214  . 

Upgrade  of  pacemaker  system  . 

J8  . 

0655 

Insertion/Replacement/Conversion 
of  a  permanent  dual  chamber 
pacemaker. 

76 

33224  . 

Insert  pacing  lead  &  connect . 

J8  . 

0418 

Insertion  of  Left  Ventricular  Pacing 
Elect.. 

71 

33225  . 

Lventric  pacing  lead  add-on  . 

J8  . 

0418 

Insertion  of  Left  Ventricular  Pacing 
Elect.. 

71 

33240  . 

Insert  pulse  generator . 

J8  . 

0107 

Insertion  of  Cardioverter- 

Defibrillator. 

89 

33249  . 

Eltrd/insert  pace-defib . 

J8  . 

0108 

Insertion/Replacement/Repair  of 
Cardioverter-Defibrillator  Leads. 

88 

33282  . 

Implant  pat-active  ht  record  . 

. - . 

0680 

Insertion  of  Patient  Activated  Event 
Recorders. 

71 

53440  . 

Male  sling  procedure  . 

H8  . 

0385 

Level  1  Prosthetic  Urological  Proce¬ 
dures. 

59 

53444  . 

Insert  tandem  cuff . 

H8  . 

0385 

Level  1  Prosthetic  Urological  Proce¬ 
dures. 

59 

53445  . 

Insert  uro/ves  nek  sphincter  . 

H8  . 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

53447  . 

Remove/replace  ur  sphincter . 

H8  . ■ 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

54400  . 

Insert  semi-rigid  prosthesis . 

H8  . , . 

0385 

Level  1  Prosthetic  Urological  Proce¬ 
dures. 

59 

54401  . 

Insert  self-contd  prosthesis . 

H8  . 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

54405  . 

Insert  multi-comp  penis  pros  . 

H8  . 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

54410  . 

Remove/replace  penis  prosth  . 

H8  . 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

54416  . 

Remv/repI  penis  contain  pros . 

H8  . 

0386 

Level  II  Prosthetic  Urological  Pro¬ 
cedures. 

69 

55873  . 

Cryoablate  prostate  . 

H8  . 

0674 

Prostate  Cryoablation  . 

59 

61885  . 

Insrt/redo  neurostim  1  array  . 

H8  . 

0039 

Level  1  Implantation  of 

Neurostimulator. 

84 

61886  . 

Implant  neurostim  arrays  ...  . 

H8  . 

0315 

Level  III  Implantation  of 

Neurostimulator. 

88 

62361  . 

Implant  spine  infusion  pump . 

H8  . 

0227 

Implantation  of  Drug  Infusion  De¬ 
vice. 

82 

62362  . 

Implant  spine  infusion  pump . 

H8  . 

0227 

Implantation  of  Drug  Infusion  De¬ 
vice. 

82 

63650  . 

Implant  neuroelectrodes  . 

H8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes. 

57 

63655  . 

Implant  neuroelectrodes  . 

J8  . 

0061 

Laminectomy,  Laparoscopy,  or  Inci¬ 
sion  for  Implantation  of 

Neurostimulator  Electr. 

62 

63685  . 

Insrt/redo  spine  n  generator  . 

H8  . 

0222 

Level  II  Implantation  of 

Neurostimulator. 

85 

64553  . 

Implant  neuroelectrodes  . 

H8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes. 

57 

64555  . 

Implant  neuroelectrodes  . 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes. 

57 
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Table  47— ASC  Covered  Surgical  Procedures  Designated  as  Device-Intensive  for  CY  2009— Continued 


- 1 

CY2009 

HCPCS 

code 

CY  2009  short  descriptor 

Final  CY  2009  ASC 
payment  indicator 

Final  CY  2009 
OPPS  APC 

CY  2009  OPPS  APC  title 

Final  CY  2009 
device¬ 
dependent 
APC  offset 
percentage 

64560  . 

Implant  neuroelectrodes  . 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes.  • 

57 

64561  . 

Implant  neuroelectrodes  . 

H8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes. 

57 

64565  . 

Implant  neuroelectrodes  . 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes. 

57 

64573  . 

Implant  neuroelectrodes  . 

H8  . 

0225 

Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve. 

62 

64575  . 

Implant  neuroelectrodes  . 

H8  . 

0061 

Laminectomy,  Laparoscopy,  or  Inci¬ 
sion  for  Implantation  of 
Neurostimulator  Electr. 

62 

64577  . 

Implant  neuroelectrodes  . 

H8  . 

0061 

I 

Laminectomy,  Laparoscopy,  or  Inci¬ 
sion  for  Implantation  of 

Neurostimulator  Electr. 

62 

64580  . 

Implant  neuroelectrodes  . 

H8  . 

1 

0061 

Laminectomy,  Laparoscopy,  or  Inci¬ 
sion  for  Implantation  of 
Neurostimulator  Electr. 

62 

64581  . 

j  Implant  neuroelectrodes  . 

i 

H8  . 

0061 

Laminectomy,  Laparoscopy,  or  Inci¬ 
sion  for  Implantation  of 
Neurostimulator  Electr. 

62 

64590  . 

Insrt/redo  pn/gastr  stimul  . 

H8  . 

0039 

Level  1  Implantation  of 

Neurostimulator. 

84 

65770  . 

Revise  cornea  with  implant  . 

H8  . 

0293 

Level  V  Anterior  Segment  Eye  Pro¬ 
cedures. 

65 

69714  . 

Implant  temple  tx)ne  w/stim'ul . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

69715  . 

Temple  bne  impint  w/stimulat . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

69717  . 

Temple  bone  implant  revision  . 

H8  . 

0425 

Level  II  Arthroplasty  or  Implantation 
with  Prosthesis. 

59 

69718  . 

Revise  temple  bone  implant  . 

H8  . 

CVJ 

o 

1  Level  II  Arthroplasty  or  Implantation 

1  with  Prosthesis. 

59 

69930  . 

Implant  cochlear  device  . 

H8  . 

0259 

Level  VII  ENT  Procedures . 

84 

d.  Surgical  Procedures  Removed  From 
the  OPPS  Inpatient  List  for  CY  2009 

As  discussed  in  section  XV.C.3.  of 
this  final  rule  with  comment  period,  we 
will  evaluate  all  procedures  at  the  time 
they  are  removed  from  the  OPPS 
inpatient  list  for  inclusion  on  the  ASC 
list  of  covered  surgical  procedures.  The 
final  list  of  procedures  removed  from 
the  inpatient  list  for  CY  2009  may  be 
found  in  section  XI.B.  of  this  final  rule 
with  comment  period. 

We  evaluated  each  of  the  12 
procedures  removed  from  the  OPPS 
inpatient  list  for  CY  2009..  We 
determined  that  all  of  these  procedures 
will  be  excluded  from  the  ASC  list  of 
covered  surgical  procedures  for  CY  2009 
because  they  may  be  expected  to  pose 
a  significant  risk  to  beneficiary  safety  in 
ASCs  or  require  an  overnight  stay.  The 
procedures  will  be  evaluated  again  as 
part  of  our  annual  review  of  excluded 
surgical  procedures  in  preparation  for 
the  CY  2010  update  to  the  ASC  payment 
system. 


2.  Covered  Ancillary  Services 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41530),  we  proposed  to 
update  the  ASC  list  of  covered  ancillary 
services  to  reflect  the  services’  proposed 
separate  payment  status  under  the  CY 
2009  OPPS.  Maintaining  consistency 
with  the  OPPS  resulted  in  proposed 
changes  to  ASC  payment  indicators 
because  some  covered  ancillary  services 
that  are  paid  separately  under  the 
revised  ASC  payment  system  in  CY 

2008  were  proposed  for  packaged  status 
under  the  OPPS  for  CY  2009.  Comment 
indicator  “CH,”  as  discussed  in  section 
XV.F.  of  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41537),  was  used 
in  Addendum  BB  to  that  proposed  rule 
to  indicate  covered  ancillary  services  for 
which  we  proposed  a  change  in  the  ASC 
payment  indicator  to  reflect,  for 
example,  our  proposal  to  package 
payment  for  the  service  under  the  CY 

2009  ASC  payment  system  consistent 
with  its  proposed  treatment  under  the 
CY  2009  OPPS. 

Comment:  Several  commenters 
requested  that  CMS  remove  CPT  codes 
77520  (Proton  treatment  delivery: 


simple,  without  compensation);  77522 
(Proton  treatment  delivery;  simple,  with 
compensation):  77523  (Proton  treatment 
delivery;  intermediate);  and  77525 
(Proton  treatment  delivery;  complex) 
from  the  list  of  covered  ancillary 
services.  The  reasons  the  commenters 
provided  for  this  request  are  that  proton 
beam  therapy  is  never  provided  integral 
to  a  surgical  procedure  and,  as  such, 
would  never  be  eligible  for  payment  in 
ASCs  and  providing  proton  beam 
therapy  requires  a  much  larger  capital 
investment  than  would  be  feasible  for 
ASCs.  The  commenters  believed  that 
because  the  services  would  not  be 
provided  in  ASCs,  including  them  on 
the  list  of  covered  ancillary  services  was 
unnecessary,  and  that  having  ASC  rates 
published  for  the  services  could  result 
in  confusion  on  the  part  of  other  payers 
who  mistakenly  believe  that  the 
published  Medicare  ASC  rates  for 
proton  beam  therapy  are  actually  used 
by  Medicare  to  pay  for  those  services 
when  they  are  performed  alone. 

Response:  While  we  understand  the 
commenters’  concerns,  our  policy  is  to 
include  as  covered  ancillary  services  all 
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procedures  with  CPT  codes  in  the 
radiology  range  of  CPT,  specifically  CPT 
codes  70000  through  79999  (72  FR 
42497).  We  do  not  evaluate  those 
services  to  determine  whether  or  not 
they  would  ever  be  provided  in  ASCs 
integral  to  covered  surgical  procedures. 
By  definition,  CPT  codes  77520,  77522, 
77523  and  77525  are  included  as 
covered  ancillary  services  and, 
therefore,  we  are  not  removing  proton 
beam  therapy  codes  from  that  list  for  CY 
2009. 

.  Comment:  Several  comraenters 
requested  that  HCPCS  codes  G0339 
(Image  guided  robotic  linear  accelerator- 
based  stereotactic  radiosurgery, 
complete  course  of  therapy  in  one 
session,  or  first  session  of  fractionated 
treatment)  and  G0340  (Image  guided 
robotic  linear  accelerator-based 
stereotactic  radiosurgery,  delivery 
including  collimator  changes  and 
custom  plugging,  fractionated  treatment, 
all  lesions,  per  session,  second  through 
fifth  sessions,  maximum  five  sessions 
per  course  of  treatment):  and  CPT  codes 
0071T  (Focused  ultrasound  ablation  of 
uterine  leiomyomata,  including  MR 
guidance;  total  leiomyomata  volume 
less  than  200  cc  of  tissue)  and  0072T 
(Focused  ultrasound  ablation  of  uterine 
leiomyomata,  including  MR  guidance; 
total  leiomyomata  volume  greater  or 
equal  to  200  cc  of  tissue)  be  removed 
from  the  ASC  list  of  covered  ancillary 
services  and  instead  be  included  on  the 
ASC  list  of  covered  surgical  procedures. 
The  commenters  stated  that  these 
services  are  surgical  procedures. 

One  commenter  asserted  that  the 
procedures  described  by  HCPCS  codes 
G0339  and  G0340  require  joint 
participation  of  a  surgeon  and  a 
radiation  oncologist  and  treat  tumors 
that  have  not  responded  to  traditional 
radiation  therapy.  As  procedures  that 
can  be  provided  without  a  covered 
surgical  procedure,  the  commenter 
requested  that  CMS  allow  the 
procedures  to  be  eligible  for  separate 
payment  in  ASCs  as  covered  surgical 
procedures.  Similarly,  the  commenter 
contended  that  the  procedures  reported 
by  CPT  codes  0071T  and  0072T  also  are 
noninvasive  surgical  procedures  that 
should  be  payable  as  covered  surgical 
procedures  in  ASCs.  The  commenter 
noted  that  CMS  defined  those  two 
procedures  as  noninvasive  surgical 
procedures  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66710). 

Response:  While  we  originally 
included  the  services  described  by  CPT 
codes  0071T  and  0072T  on  the  list  of 
covered  ancillary  services  because  of  the 
similarities  between  these  services  and 
stereotactic  radiosurgery  services  and. 


although  they  are  assigned  to  the  same 
APCs  under  the  OPPS  as  stereotactic 
radiosurgery  services,  we  agree  with  the 
commenter  that  they  are  not  sufficiently 
similar  to  services  in  the  radiology  range 
of  CPT  codes  to  be  placed  on  the  list  of 
covered  ancillary  services.  Therefore, 
we  are  not  including  them  in 
Addendum  BB  to  this  final  rule  with 
comment  period. 

We  define  surgical  procedures  as 
those  described  by  Category  I  CPT  codes 
in  the  surgical  range  from  10000 
through  69999,  as  well  as  those  Category’ 
III  CPT  codes  and  Level  II  HCPCS  codes 
that  directly  crosswalk  or  are  clinically 
similar  to  ASC  covered  surgical 
procedures  (72  FR  42478).  Because 
Category  III  CPT  codes  0071T  and 
0072T  do  not  directly  crosswalk  and  are 
not  clinically  similar  to  any  ASC 
covered  surgical  procedures,  we  are  not 
placing  them  on  the  list  of  ASC  covered 
surgical  procedures.  Therefore,  we  are 
not  including  them  in  Addendum  AA  to 
this  final  rule  with  comment  period. 

We  do  not  agree  with  the  commenters 
that  G0339  and  G0340  represent  surgical 
procedures.  These  HCPCS  codes  were 
developed  for  reporting  stereotactic 
radiosurgery  services  under  the  OPPS 
and  crosswalk  directly  to  CPT  codes  in 
the  radiology  range  of  CPT.  As  such,  we 
are  not  removing  HCPCS  codes  G0339 
and  G0340  from  the  ASC  list  of  covered 
ancillary  services  and  we  are  not  adding 
them  to  the  list  of  covered  surgical 
procedures.  These  HCPCS  codes  are 
included  in  Addendum  BB  to  this  final 
rule  with  comment  period. 

All  CY  2009  ASC  covered  ancillary 
services  and  their  payment  indicators 
for  CY  2009  are  included  in  Addendum 
BB  to  this  final  rule  with  comment 
period. 

F.  ASC  Payment  for  Covered  Surgical 
Procedures  and  Covered  Ancillary 
Services 

1.  Payment  for  Covered  Surgical 
Procedures 

a.  Background 

Our  final  payment  policy  for  covered 
surgical  procedures  under  the  revised 
ASC  payment  system  is  described  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66828  through 
66831).  In  that  rule,  we  updated  the  CY 
2008  rates  for  covered  surgical 
procedures  with  payment  indicators  of 
“A2,”  “G2,”  “H8,”and  “J8”  using  CY 
2006  data,  consistent  with  the  CY  2008 
OPPS  update.  We  also  updated  the 
payment  amounts  for  office-based 
procedures  (payment  indicators  “P2,” 
“P3,”  and  “R2”)  using  the  most  recent 
available  MPFS  and  OPPS  data.  We 
compared  the  estimated  CY  2008  rate 


for  each  of  the  office-based  procedures, 
calculated  according  to  the  standard 
methodology  of  the  revised  ASC 
payment  system  to  the  MPFS  nonfacility 
PE  RVU  amount,  to  determine  which 
was  the  lower  payment  amount  that, 
therefore,  would  be  the  payment  for  the 
procedure  according  to  the  final  policy 
of  the  revised  ASC  payment  system  (see 
§416.171(d)). 

Subsequent  to  publication  of  that  rule, 
the  Congress  enacted  the  Medicare, 
Medicaid,  and  SCHIP  Extension  Act  of 

2007,  Public  Law  110-173.  That  law 
required  changes  to  the  rates  paid  under 
the  MPFS  for  the  first  6  months  of  CY 

2008,  and  therefore,  the  ASC  rates  for 
some  office-based  procedures  were  also 
affected.  We  revised  the  CY  2008  ASC 
payment  rates  and  made  them  available 
by  posting  them  to  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ASCPayment/. 

Subsequent  to  publication  of  the  CY 
2009  OPPS/ASC  proposed  rule,  section 
131  of  the  MIPPA,  Public  Law  110-275, 
restored  MPFS  payments  .to  the  levels  in 
effect  prior  to  July  1,  2008  for  the 
remainder  of  CY  2008  and  increased  the 
update  to  the  conversion  factor  for  the 
MPFS  to  1.1  percent  for  CY  2009. 
Therefore,  the  ASC  rates  for  some  office- 
based  procedures  and  covered  ancillary 
radiology  services  for  the  second  half  of 
CY  2008  were  affected,  and  the  CY  2009 
conversion  factor  increase  for  the  MPFS 
also  affects  CY  2009  ASC  payments  for 
certain  of  these  services. 

b.  Update  to  ASC  Covered  Surgical 
Procedure  Payment  Rates  for  CY  2009 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41530),  we  proposed  CY 
2009  payment  rates  for  procedures  with 
payment  indicator  “G2”  that  were 
calculated  according  to  the  standard 
methodology  of  multiplying  the 
proposed  CY  2009  ASC  relative 
payment  weight  for  the  procedure  by 
the  proposed  CY  2009  ASC  conversion 
factor  (72  FR  42492  through  42493). 
Also,  according  to  our  established 
policy,  we  proposed  CY  2009  payments 
for  procedures  subject  to  the  transitional 
payment  methodology  (payment 
indicators  “A2”  and  “H8”)  using  a 
blend  of  50  percent  of  the  proposed  CY 
2009  ASC  rate  calculated  according  to 
the  standard  or  device-intensive 
methodology,  respectively,  and  50 
percent  of  the  CY  2007  ASC  payment 
rate  (72  FR  42520  through  42521). 

We  proposed  payment  rates  for  office- 
based  procedures  (payment  indicators 
“P2,”  “P3,”  and  “R2”)  and  device¬ 
intensive  procedures  not  subject  to 
transitional  payment  (payment  indicator 
“J8”)  calculated  according  to  our 
established  policies  (72  FR  42504  and 
42511).  Thus,  we  proposed  to  update 
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similar  utilization  patterns., Each  year  as 
we  develop  our  proposed  and  final 
updates  to  the  payment  system,  we  will 
continue  to  evaluate  the  effects  of  our 
payment  policies  on  ASCs,  including 
the  utilization  patterns  of  low 
complexity  procedures  paid  under  the 
revised  ASC  poayment  system. 

Comment:  Several  cdmmenters 
recommended  that  if  CMS  chooses  not 
to  abandon  the  policy  to  designate 
certain  procedures  as  office-based  and 
subject  to  payment  limits,  that  it  should 
modify  its  policy.  Included  in  the 
recommended  modifications  to  the 
policy  related  to  office-based 
procedures,  commenters  suggested  the 
following: 

•  Increase  the  utilization  threshold  to 
some  level  greater  than  50  percent  to 
identify  office-based  procedures. 
Although  no  commenters  recommended 
an  alternate  threshold  as  a  criterion  for 
determining  that  a  procedure  is  office- 
based,  they  did  suggest  that  the 
threshold  should  be  higher  than  50 
percent  and  that  it  should  be 
reevaluated  periodically. 

•  Consider  utilization  variation  over 
multiple  years  and  across  geographic 
areas.  The  commenters  recommended 
that  CMS  consider  utilization  data  from 
multiple  years  and  from  different 
geographic  regions  to  account  for 
variability  in  physicians’  office 
utilization  across  states  for  procedures. 
One  commenter  asserted  that  CMS’ 
reliance  on  national  averages  to  gauge 
practice  patterns  was  a  weakness  of  the 
policy  and  that  the  variations  the 
commenter  found  across  States  are  an 
indication  that  the  payment  caps  might 
not  be  an  effective  tool  for  influencing 
site  selection  for  surgery  because  many 
factors,  such  as  the  number  of  ASCs  in 
the  area,  influence  the  site-of-service 
decision.  With  regard  to  fluctuations  in 
site-of-service  utilization  over  time,  the 
commenter  believed  that  the  year-to- 
year  variation  reflects  significant 
volatility  and  CMS’  policy  to  make  the 
office-based  designation  permanent 
ignores  that  finding. 'Further,  the 
commenter  asserted  that  the  Medicare 
Part  B  claims  data  that  CMS  uses  to 
evaluate  site-of-service  utilization  is  not 
a  sounil  approach  because  the  data  are 
flawed. 

•  Discontinue  use  of  temporary 
office-based  designations.  Commenters 
suggested  that  CMS  discontinue  use  of 
temporary  office-based  designations 
because  they  believed  that  CMS  usually 
assigns  temporary  designations  to 
procedures  for  which  there  is  no 
utilization  data  and  that  CMS  should 
not  make  a  determination  for  those 
procedures  until  some  data  become 
available.  In  addition,  some  commenters 


expressed  frustration  that  the  temporary 
designations  may  remain  in  place  for 
years  and,  as  such,  are  not  really 
temporary.  Further,  payment  for  the 
procedures  with  temporary  status  is 
subject  to  the  payment  limits. 

•  Reevaluate  the  office-based 
procedures  periodically  so  that  the 
designation  as  office-based  is  not 
permanent.  Several  commenters  did  not 
believe  it  was  fair  to  make  office-based 
designations  permanent  because  the 
policy  may  compromise  physicians’ 
ability  to  make  appropriate  changes  in 
their  practices  as  new  technology  and 
other  advances  become  available.  They 
urged  CMS  to  reevaluate  the  procedures 
periodically  to  ensure  that  the 
designations  as  office-based  reflect 
practice  patterns  over  time. 

•  Limit  the  reduction  in  payment  for 
office-based  procedures  and  do  not  base 
payment  limit  on  the  MPFS.  A  few 
commenters  asserted  that  CMS’  policy 
to  cap  payment  for  office-based  ASC 
procedures  at  the  MPFS  amount  is 
flawed  because  the  policy  results  in 
fluctuations  in  the  ASC  relative  weights 
for  those  procedures  based  both  on  the 
PE  RVU  values  and  the  MPFS 
conversion  factor,  both  of  which  may 
vary  from  year  to  year.  Rather,  they 
believed  that  all  ASC  relative  payment 
weights  should  be  based  on  OPPS 
relative  payment  weights. 

Response:  We  selected  50  percent  as 
the  physicians’  office  utilization 
threshold  because  we  intended  to  make 
new  ASC  procedures  that  are  usually 
(greater  than  50  percent  of  the  time) 
provided  in  physicians’  offices  subject 
to  the  payment  limits.  However,  our 
decisions  regarding  office-based  status 
are  not  entirely  based  on  the  utilization 
data.  Physicians’  office  utilization  is  an 
important  aspect  of  our  evaluation  but 
so  are  the  volume  of  procedures,  the 
clinical  characteristics  of  procedures, 
and  the  characteristics  and  utilization  of 
related  and  similar  procedures.  We 
continue  to  believe  that  a  threshold  of 
50  percent  is  the  most  appropriate 
threshold  to  identify  those  surgical 
procedures  that  are  commonly 
performed  in  physicians’  offices, 
specifically  more  than  half  of  the  time. 
We  believe  that  adoption  of  a  threshold 
higher  than  50  percent  would  result  in 
ASC  payment  for  low  complexity 
procedures  at  ASC  rates  that  could 
encourage  migration  of  these  procedures 
from  physicians’  offices  to  ASCs,  even 
in  cases  where  the  less  costly  office 
setting  was  clinically  appropriate. 

We  do  not  agree  with  the  commenters’ 
recommendations  that  we  should 
consider  multiple  years  of  utilization 
data  and  variation  in  utilization  across 
geqgraphic  areas  to  determine  office- 


based  status  for  each  procedure.  There 
are  cases  in  which  we  do  look  at 
multiple  years  of  utilization  data  in 
determining  whether  or  not  a  procedure 
is  office-based,  such  as  for  very  low 
volume  procedures,  but  that  is  not 
necessary  for  most  procedures. 

Although  the  commenters  asserted  that 
there  is  significant  volatility  in  the  year- 
to-year  utilization  data  for  surgical 
procedures,  we  do  not  agree  that  is  the 
case.  Generally,  Medicare  Part  B  claims 
data  reflect  relatively  stable  site-of- 
service  utilization  across  years,  and  we 
continue  to  see  increasing  physician’s 
office  utilization  of  new  low  complexity 
procedures  rather  than  decreasing 
levels. 

We  believe  that  our  national  policy 
should  be  guided  by  national  data  and 
not  subject  to  the  uncertainties  of  local 
practice  patterns  that  may  depend  more 
on  the  availability  of  certain  types  of 
providers  or  suppliers  in  communities 
than  the  care  needs  of  Medicare 
beneficiaries.  Medicare  is  a  national 
program  and  our  policies  are  designed 
to  ensure  that  all  Medicare  beneficiaries 
receive  the  same  benefits  and  the  same 
high  quality  care  regardless  of  where 
they  reside  or  travel  in  the  United 
States.  It  would  be  inappropriate  to 
institute  different  policies  related  to 
covered  services  by  geographic  area. 

As  stated  above,  we  use  physicians’ 
claims  data,  the  clinical  judgments  of 
our  medical  advisors,  and  any  other 
relevant  information  that  is  available  to 
make  our  determination  that  a 
procedure  is  office-based.  We  believe 
that  our  data  are  reliable,  and  we  will 
continue  to  rely  on  the  claims  data  as 
one  source  of  information  to  evaluate 
the  sites-of-service  for  surgical 
procedures. 

We  apply  the  temporary  designation 
when  our  clinical  evaluation  suggests 
that  the  procedure  is  of  a  complexity 
level  such  that  performance  in  the 
physician’s  office  is  the  most 
appropriate  and  likely  site  for  care,  but 
there  are  little  or  no  data  or  experience 
so  we  are  not  certain  that  the  procedure 
will  be  provided  most  of  the  time  in 
physicians’  offices.  We  also  handle  the 
designation  of  office-based  status, 
including  temporary  status,  through  the 
annual  notice  and  comment  rulemaking 
process  to  allow  for  public  input  into 
those  determinations. 

Once  we  have  completed  the  process 
and  designated  ASC  covered  surgical 
procedures  as  office-based,  we  are 
confident  that  our  permanent  office- 
based  designations  are  appropriate  and 
that  the  resulting  payment  amounts  are 
appropriate  for  providing  the  service  in 
ASCs  if  a  facility  site  is  required  for  a 
particular  beneficiary.  We  expect  that  it 
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would  be  extremely  rare  for  procedures 
that  were  usually  provided  in 
physicians’  offices  to  become  more 
complex  procedures  that  require  facility 
settings  due  to  new  technology  or  other 
advances,  while  the  CPT  coding  for 
such  procedures  is  unchanged.  In 
general,  advances  in  technology  and 
medical  practice  have  historically  led  to 
less-invasive  surgical  methods  and 
allowed  for  less-intensive  sites-of- 
service.  We  do  not  see  a  need  for  the 
periodic  reevaluation  of  all  office-based 
designations. 

Finally,  there  are  several  instances  in 
which  Medicare  payment  systems  use 
values  and  relative  weights  that  are 
external,  or  from  other  systems,  to  make 
payment.  We  believe  that  making 
payment  to  ASCs  at  the  nonfacility  PE 
RVU  amount  for  procedures  that  have 
been  priced  specifically  for  the 
physicians’  office  setting  is  entirely 
appropriate  given  our  intention  to  not 
create  an  incentive  for  those  procedures 
to  migrate  to  another  setting.  Further, 
we  believe  that  limiting  the  ASC 
payment  for  office-based  procedures  to 
tne  physician’s  office  rate  provides 
appropriate  payment  to  the  ASC  for 
those  procedures  when  an  ASC  setting 
is  necessary  for  the  beneficiary’s  care. 

Comment:  One  commenter  requested 
that  the  CY  2009  ASC  payment  rate  for 
CPT  code  55876  (Placement  of 
interstitial  device(s)  for  radiation 
therapy  guidance  (eg,  fiducial  markers, 
dosimeter),  prostate  (via  needle,  any 
approach),  single  or  multiple)  be  revised 
to  be  consistent  with  the  payment  for 
HCPCS  code  C9728  (Placement  of 
interstitial  devices(s)  for  radiation 
therapy/surgery  guidance  (eg,  fiducial 
markers,  dosimeter),  other  than  prostate 
(any  approach),  single  or  multiple) 
because  the  procedures  are  analogous  to 
one  another. 

Response:  We  proposed  to  continue 
the  temporary  office-based  designation 
for  CPT  code  55876  and  to  designate 
HCPCS  code  C9728  as  temporarily 
office-based  because  the  codes  are 
clinically  similar,  but  correspond  to 
different  anatomic  regions  of  the  body. 
However,  HCPCS  code  C9728  has  not 
been  priced  for  performance  in 
physicians’  offices  and,  therefore,  is 
assigned  temporary  office-based 
payment  indicator  “R2,”  resulting  in 
ASC  payment  at  the  rate  calculated 
according  to  the  standard  ASC 
ratesetting  methodology.  Conversely, 
CPT  code  55876  does  have  a  nonfacility 
PE  RVU  amount  and,  because  that 
amount  is  less  than  the  ASC  rate, 
payment  for  CPT  code  55876  is  made  at 
the  nonfacility  PE  RVU  amount  for  the 
procedure. 


We  understand  the  commenter’s 
desire  for  consistency,  but  we  believe 
that  our  designation  of  the  procedures 
as  temporarily  office-based  is 
appropriate  and  we  do  not  assign 
nonfacility  PE  RVUs  to  HCPCS  C-codes 
which  are  not  recognized  for  payment 
under  the  MPFS.  We  do  not  believe  the 
payment  differential  between  the  two 
procedures  provides  sufficient 
justification  for  changing  the  payment 
indicator  for  CPT  code  55876  so  that  its 
CY  2009  payment  amount  would  be 
equal  to  that  for  HCPCS  code  C9728. 

c.  Adjustment  to  ASC  Payments  for  No 
Cost/Full  Credit  and  Partial  Credit 
Devices 

Under  §416.179,  our  ASC  policy  with 
regard  to  payment  for  costly  devices 
implanted  in  ASCs  at  no  cost  or  with 
full  or  partial  credit  is  consistent  with 
the  OPPS  policy.  The  CY  2009  OPPS 
APCs  and  devices  subject  to  the 
adjustment  policy  are  discussed  in 
section  IV.B.2.  of  this  final  rule  with 
comment  period.  The  ASC  policy 
includes  adoption  of  the  OPPS  policy 
for  reduced  payment  to  providers  when 
a  specified  device  is  furnished  without 
cost  or  with  full  credit  for  the  cost  of  the 
device  for  those  ASC  covered  surgical 
procedures  that  are  assigned  to  APCs 
under  the  OPPS  to  which  this  policy 
applies.  Specifically,  as  we  described  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period,  when  a  procedure 
provided  in  CY  2008  that  was  listed  in 
Table  58  of  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  was 
performed  in  an  ASC  and  the  case 
involved  implantation  of  a  no  cost  or 
full  credit  device  listed  in  Table  59  of 
the  final  rule  with  comment  period,  the 
ASC  must  report  the  HCPCS  “FB” 
modifier  on  the  line  with  the  covered 
surgical  procedure  code  to  indicate  that 
an  implantable  device  in  Table  59  was 
furnished  without  cost.  The  contractor 
reduces  payment  to  the  ASC  by  the 
device  offset  amount  that  we  estimate 
represents  the  cost  of  the  device  when 
the  necessary  device  is  furnished 
without  cost  to  the  ASC  or  with  a  full 
credit  (72  FR  66845).  We  provide  the 
same  amount  of  payment  reduction 
based  on  the  device  offset  amount  in 
ASCs  that  would  apply  under  the  OPPS 
under  the  same  circumstances.  The 
reduction  of  ASC  payment  in  this 
circumstance  was  necessary  to  pay 
appropriately  for  the  covered  surgical 
procedure  being  furnished  by  the  ASC. 

Consistent  with  the  OPPS  policy,  we 
also  adopted  an  ASC  payment  policy  for 
certain  procedures  involving  partial 
credit  for  a  specified  device. 
Specifically,  as  we  explained  in  the  CY 
2008  OPPS/ASC  final  rule  with 


comment  period,  we  reduce  the 
payment  for  implantation  procedures 
listed  in  Table  58  of  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  by 
one  half  of  the  device  offset  amount  that 
would  be  applied  if  a  device  were 
provided  at  no  cost  or  with  full  credit, 
if  the  credit  to  the  ASC  is  50  percent  or 
more  of  the  cost  of  the  new  device  (72 
FR  66846).  In  CY  2008,  ASCs  must 
append  the  modifier  “FC”  to  the  HCPCS 
code  for  a  surgical  procedure  listed  in 
Table  58  of  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  when 
the  facility  received  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  device 
listed  in  Table  59.  In  order  to  report  that 
they  received  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  new 
device,  ASCs  had  the  option  of  either: 

(1)  Submitting  the  claim  for  the  device 
replacement  procedure  to  their 
Medicare  contractor  after  the 
procedure’s  performance  but  prior  to 
manufacturer  acknowledgment  of  credit 
for  the  device,  and  subsequently 
contacting  the  contractor  regarding  a 
claim  adjustment  once  the  credit 
determination  is  made;  or  (2)  holding 
the  claim  for  the  device  implantation 
procedure  until  a  determination  is  made 
by  the  manufacturer  on  the  partial  credit 
and  submitting  the  claim  with  the  “FC” 
modifier  appended  to  the  implantation 
procedure  HCPCS  code  if  the  partial 
credit  was  50  percent  or  more  of  the  cost 
of  the  replacement  device.  Beneficiary 
coinsurance  was  based  on  the  reduced 
payment  amount. 

Consistent  with  the  OPPS,  we 
proposed  to  update  the  list  of  ASC 
device-intensive  procedures  that  would 
be  subject  to  the  no  cost/full  credit  and 
partial  credit  device  adjustment  policy 
for  CY  2009.  Table  42  of  the  CY  2009 
OPPS/ASC  proposed  rule  displayed  the 
ASC  covered  implantation  procedures 
and  their  payment  indicators  that  we 
proposed  would  be  subject  to  the  no 
cost/full  credit  and  partial  credit  device 
adjustment  policy  for  CY  2009. 
Specifically,  when  a  procedure  that  was 
listed  in  Table  42  of  the  proposed  rule 
is  performed  in  an  ASC  and  the  case 
involves  implantation  of  a  no  cost/full 
credit  device,  or  a  partial  credit  device 
for  which  the  ASC  received  at  least  a  50 
percent  partial  credit,  and  the  device 
was  listed  in  Table  43  of  the  proposed 
rule,  the  ASC  would  report  the  HCPCS 
“FB”  or  “FC”  modifier,  as  appropriate, 
on  the  line  with  the  covered  surgical 
procedure  code.  The  procedures  listed 
in  Table  42  were  those  ASC  covered 
device-intensive  procedures  assigned  to 
APCs  under  the  OPPS  to  which  the 
policy  would  apply.  We  did  not  propose 
to  apply  this  policy  to  the  procedures 
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and  devices  associated  with  APCs  0425 
(Level  II  Arthroplasty  or  Implantation 
with  Prosthesis)  and  0648  (Level  IV 
Breast  Surgery),  which  were  proposed 
for  inclusion  in  the  OPPS  no  cost/full 
credit  and  partial  credit  device 
adjustment  policy  for  CY  2009,  because 
ASC  covered  procedures  assigned  to 
these  two  APCs  under  the  OPPS  did  not 
qualify  for  payment  as  ASC  covered 
device-intensive  surgical  procedures 
(that  is,  their  estimated  device  offset 
percentages  were  less  than  50  percent 
based  on  partial  year  data  available  for 
the  proposed  rule). 

Comment:  One  commenter  expressed 
support  for  the  continuation  of  the  no 
cost/full  credit  and  partial  credit  device 
adjustment  policy  for  ASCs  in  CY  2009. 


Response:  We  appreciate  the 
commenter’s  support  of  the  no  cost/full 
credit  and  partial  credit  device 
adjustment  policy. 

For  CY  2009,  we  will  reduce  the 
payment  for  device  implantation 
procedures  listed  in  Table  48  below  by 
the  full  device  offset  amount  for  no  cost/ 
full  credit  cases.  ASCs  must  append  the 
modifier  “FB”  to  the  HCPCS  procedure 
code  when  the  device  furnished  without 
cost  or  with  full  credit  is  listed  in  Table 
49,  below,  and  the  associated 
implantation  procedure  code  is  listed  in 
Table  48.  In  addition,  for  CY  2009,  we 
will  reduce  the  payment  for 
implantation  procedures  listed  in  Table 
48  by  one  half  of  the  device  offset 
amount  that  would  be  applied  if  a 


device  were  provided  at  no  cost  or  with 
full  credit,  if  the  credit  to  the  ASC  is  50 
percent  or  more  of  the  device  cost.  If  the 
ASC  receives  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  device 
listed  in  Table  49,  the  ASC  mu.st  append 
the  modifier  “FC”  to  the  associated 
implantation  procedure  code  if  the 
procedure  is  listed  in  Table  48.  We  are 
adding  procedures  assigned  to  APC 
0425  and  their  associated  devices  to 
Tables  48  and  49,  respectively,  because 
these  procedures  now  qualify  for  ASC 
payment  as  device-intensive  procedures 
based  on  updated  claims  and  cost  report 
data,  as  described  in  section  XV.E.l.c.  of 
this  final  rule  with  comment  period. 


Table  48— CY  2009  Procedures  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Applies 


CY  2009  HCPCS 
code 

CY  2009  Short 
descriptor 

Final  CY  2009 
ASC  payment 
indicator 

Final  CY  2009 
OPPS  APC 

CY  2009  OPPS  APC  Title 
* 

Final  CY  2009 
OPPS  full  off¬ 
set  percentage 

Final  CY  2009 
OPPS  partial 
offset  percent¬ 
age 

24361  . 

Reconstruct  elbow 
joint. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

24363  . 

Replace  elbow 
joint. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

24366  . 

Reconstruct  head 
of  radius. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

25441  . 

Reconstruct  wrist 
joint. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

•  29 

25442  . 

Reconstruct  wrist 
joint. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

25446  . 

Wrist  replacement 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

27446  . 

Revision  of  knee 
joint. 

J8  . 

0681 

Knee  Arthroplasty . 

71 

35 

33206  . 

Insertion  of  heart 
pacemaker. 

J8  . 

0089 

Insertion/Replacement  of  Perma¬ 
nent  Pacemaker  and  Elec¬ 
trodes. 

72 

36 

33207  . 

Insertion  of  heart 
pacemaker. 

J8  . 

0089 

Insertion/Replacement  of  Perma¬ 
nent  Pacemaker  and  Elec¬ 
trodes. 

72 

36 

33208  . 

Insertion  of  heart 
pacemaker. 

J8  . 

0655 

1  nsertion/Replacement/Conver- 
sion  of  a  permanent  dual 
chamber  pacemaker. 

76 

38 

33212  . 

Insertion  of  pulse 
generator. 

H8  . 

0090 

Insertion/Replacement  of  Pace¬ 
maker  Pulse  Generator. 

74 

37 

33213  . 

Insertion  of  pulse 
generator. 

H8  . 

0654 

Insertion/Replacement  of  a  per¬ 
manent  dual  chamber  pace¬ 
maker. 

77 

38 

33214  . 

Upgrade  of  pace¬ 
maker  system. 

J8  . 

0655 

Insertion/Replacement/Conver¬ 
sion  of  a  permanent  dual 
chamber  pacemaker. 

76 

38 

33224  . 

Insert  pacing  lead 
&  connect. 

J8  . 

0418 

Insertion  of  Left  Ventricular  Pac¬ 
ing  Elect. 

71 

36 

33225  . 

Lventric  pacing 
lead  add-on. 

J8  . 

0418 

Insertion  of  Left  Ventricular  Pac¬ 
ing  Elect. 

71 

36 

33240  . 

Insert  pulse  gener¬ 
ator. 

J8  . 

0107 

Insertion  of  Cardioverter- 

Defibrillator. 

89 

45 

33249  . 

Eltrd/insert  pace- 
defib. 

J8  . 

0108 

Insertion/Replacement/Repair  of 
Cardioverter-Defibrillator 

Leads. 

88 

44 

33282  . 

Implant  pat-active 
ht  record. 

J8  . 

0680 

Insertion  of  Patient  Activated 
Event  Recorders. 

71 

36 

53440  . 

Male  sling  proce¬ 
dure. 

H8  . 

0385 

Level  1  Prosthetic  Urological  Pro¬ 
cedures. 

59 

29 

53444  . 

Insert  tandem  cuff 

H8  . 

0385 

Level  1  Prosthetic  Urological  Pro¬ 
cedures. 

59 

29 
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Table  48— CY  2009  Procedures  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Applies — Continued 


CY  2009  HCPCS 
code 

CY  2009  Short  ] 
descriptor  j 

Final  CY  2009 
ASC  payment  | 
indicator 

Final  CY  2009 
OPPS  APC 

CY  2009  OPPS  APC  Title 

Final  CY  2009 
OPPS  full  off¬ 
set  percentage 

Final  CY  2009 
OPPS  partial 
offset  percent¬ 
age 

53445  . 

Insert  uro/ves  nek 
sphincter. 

H8  . . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

53447  . 

Remove/replace  ur 
sphincter. 

H8  . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

54400  . 

Insert  semi-rigid 
prosthesis. 

H8  . 

0385 

Level  1  Prosthetic  Urological  Pro¬ 
cedures. 

59 

29 

54401  . 

Insert  self-contd 
prosthesis. 

H8  . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

54405  . 

Insert  multi-comp 
penis  pros. 

H8  . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

54410  . 

Remove/replace 
penis  prosth. 

H8  . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

54416  . 

Remv/repI  penis 
contain  pros. 

H8  . 

0386 

Level  II  Prosthetic  Urological 
Procedures. 

69 

34 

61885  . 

Insrt/redo 
neurostim  1 
array. 

H8  . 

0039 

Level  1  Implantation  of 

Neurostimulator. 

84 

42 

61886  . 

Implant  neurostim 
arrays.  I 

H8  . 

0315 

Level  III  Implantation  of 
Neurostimulator. 

88 

44 

62361  . 

Implant  spine  infu¬ 
sion  pump. 

H8  . 

0227 

Implantation  of  Drug  Infusion 
Device. 

82 

41 

62362  . 

Implant  spine  infu¬ 
sion  pump. 

H8  . 

0227 

Implantation  of  Drug  Infusion 
Device. 

82 

41 

63650  . 

Implant 

neuroelectrodes. 

H8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes, 
Excluding  Cranial  Nerve. 

57 

29 

63655  . 

Implant 

neuroelectrodes. 

J8  . 

0061 

Laminectomy,  Laparoscopy,  or 
Incision  for  Implantation  of 
Neurostimulator  Electr. 

62 

31 

63685  . 

Insrt/redo  spine  n 
generator. 

H8  . 

0222 

Level  II  Implantation  of 
Neurostimulator. 

85 

42 

64553  . 

Implant 

neuroelectrodes. 

H8  . 

0040 

Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve. 

57 

29 

64555  . 

Implant 

neuroelectrodes. 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes, 
Excluding  Cranial  Nerve. 

57 

29 

64560  . 

Implant 

neuroelectrodes. 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes, 
Excluding  Cranial  Nerve. 

57 

29 

64561  . 

Implant 

neuroelectrodes. 

H8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes, 
Excluding  Cranial  Nerve. 

57 

29 

64565  . 

1 

Implant 

neuroelectrodes. 

J8  . 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes, 
Excluding  Cranial  Nerve. 

57 

29 

64573  . 

Implant 

neuroelectrodes. 

H8  . 

0225 

Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve. 

62 

31 

64575  . 

Implant 

neuroelectrodes. 

H8  . 

i 

0061 

Laminectomy,  Laparoscopy,  or 
Incision  for  Implantation  of 
Neurostimulator  Electr. 

62 

31 

64577  . 

Implant 

neuroelectrodes. 

H8  . 

0061 

Laminectomy,  Laparoscopy,  or 
Incision  for  Implantation  of 
Neurostimulator  Electr. 

62 

31 

64580  . 

Implant 

neuroelectrodes. 

H8  . 

i 

0061 

Laminectomy,  Laparoscopy,  or 
Incision  for  Implantation  of 
Neurostimulator  Electr. 

62 

31 

64581  . 

Implant 

neuroelectrodes. 

H8  . 

j 

0061 

Laminectomy,  Laparoscopy,  or 
Incision  for  Implantation  of 
Neurostimulator  Electr. 

62 

31 

64590  . 

Insrt/redo  pn/gastr 
stimul. 

H8  . 

0039 

Level  1  Implantation  of 

Neurostimulator. 

84 

42 

69714  . 

Implant  temple 
bone  w/stimul. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

69715  . 

Temple  bne  impint 
w/stimulat. 

H8  . 

0425 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 

69717  . 

Temple  bone  im¬ 
plant  revision. 

H8  . 

0425 

1 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. 

59 

29 
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Table  48— CY  2009  Procedures  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Applies— Continued 


CY  2009  HCPCS 
code 

CY  2009  Short 
descriptor 

Final  CY  2009 
ASC  payment 
indicator 

Final  CY  2009 
OPPS  APC 

CY  2009  OPPS  APC  Title  j 

I 

Final  CY  2009 
OPPS  full  off-  I 
set  percentage  ■ 

Final  CY  2009 
OPPS  partial 
offset  percent¬ 
age 

69718  . 

Revise  temple 
bone  implant. 

H8  . 

0425 

i 

Level  II  Arthroplasty  or  Implanta¬ 
tion  with  Prosthesis. ' 

I 

59  I 

29 

69930  . j 

i 

Implant  cochlear 
device. 

H8  . 

0259 

Level  VII  ENT  Procedures  . 

84 

42 

I 

Table  49— Devices  for  Which  the 
“FB”  OR  “FC”  Modifier  Must  Be 
Reported  With  the  Proqedure 
Code  When  Furnished  at  No 
Cost  or  With  Full  or  Partial 
Credit 


CY  2009  De¬ 
vice  HCPCS 
code 

CY  2009  Short  descriptor 

Cl 721  . 

AlCD,  dual  chamber. 

Cl 722  . 

AlCD,  single  chamber. 

Cl 764  . 

Event  recorder,  cardiac. 

Cl 767  . 

Generator,  neurostim,  imp. 

C1771  . 

Rep  dev,  urinary,  w/sling. 

Cl 772  . 

Infusion  pump,  programmable. 

Cl 776  . 

Joint  device  (implantable). 

Cl 778  . 

Lead,  neurostimulator. 

Cl 779  . 

Lead,  pmkr,  transvenous 

VDD. 

Cl 785  . 

Pmkr,  dual,  rate-resp. 

Cl 786  . 

Pmkr,  single,  rate-resp. 

C1813  . 

Prosthesis,  penile,  inflatab. 

C1815  . 

Pros,  urinary  sph,  imp. 

Cl 820  . 

Generator,  neuro  rechg  bat 
sys. 

C1881  . 

Dialysis  access  system. 

Cl  882  . 

AlCD,  other  than  sing/dual. 

C1891  . 

Infusion  pump,  non-prog, 
perm. 

Cl 897  . 

Lead,  neurostim,  test  kit. 

Cl 898  . 

Lead,  pmkr,  other  than  trans. 

Cl 900  . 

Lead  coronary  venous. 

C2619  . 

Pmkr,  dual,  non  rate-resp. 

C2620  . 

Pmkr,  single,  non  rate-resp. 

C2621  . 

Pmkr,  other  than  sing/dual. 

C2622  . 

Prosthesis,  penile,  non-inf. 

C2626  . 

Infusion  pump,  non-prog, 
temp.  . 

C2631  . 

Rep  dev,  urinary,  w/o  sling. 

L8614  . 

Cochlear  device/system. 

L8690  . 

Aud  osseo  dev,  int/ext  comp. 

2.  Payment  for  Covered  Ancillary 
Services 

a.  Background 

Our  final  CY  2008  payment  policies 
under  the  revised  ASC  payment  system 
for  covered  ancillary  services  vary 
according  to  the  particular  type  of 
service  and  its  payment  policy  under 
the  OPPS.  Our  overall  policy  provides 
separate  ASC  payment  for  certain 
ancillary  services  integrally  related  to 
the  provision  of  ASC  covered  surgical 
procedures  that  are  paid  separately 
under  the  OPPS  and  provides  packaged 
ASC  payment  for  other  ancillary 


services  that  are  packaged  under  the 
OPPS.  Thus,  we  established  a  final 
policy  to  align  ASC  payment  bundles 
with  those  under  the  OPPS  (72  FR 
42495). 

Our  ASC  payment  policies  provide 
separate  payment  for  drugs  and 
biologicals  that  are  separately  paid 
under  the  OPPS  at  the  OPPS  rates,  while 
we  pay  for  separately  payable  radiology 
services  at  the  lower  of  the  MPFS 
nonfacility  PE  RVU  (or  technical 
component)  amount  or  the  rate 
calculated  according  to  the  standard 
ASC  payment  methodology  (72  FR 
42497).  In  all  cases,  ancillary  services 
must  be  provided  integral  to  the 
performance  of  ASC  covered  surgical 
procedures  for  which  the  ASC  bills 
Medicare.  As  noted  in  section  XV.D.l.a. 
of  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41530),  changes  were  made 
to  the  MPFS  payment  rates  for  the 
period  of  January  1,  2008  through  June 
30,  2008  as  a  result  of  the  enactment  of 
the  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007.  In  addition  to 
changing  the  ASC  payment  rates  for 
some  office-based  procedures,  those 
changes  also  affected  the  ASC  rates  for 
some  covered  ancillary  radiology 
services  for  the  first  6  months  of  CY 
2008. 

ASC  payment  policy  for 
brachytherapy  sources  generally  mirrors 
the  payment  policy  under  the  OPPS.  We 
finalized  our  policy  to  pay  for 
brachytherapy  sources  applied  in  ASCs 
at  the  same  prospective  rates  that  were 
adopted  under  the  OPPS  or,  if  OPPS 
rates  were  unavailable,  at  contractor- 
priced  rates  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
42499).  Subsequent  to  publication  of 
that  rule,  section  106  of  the  Medicare, 
Medicaid,  and  SCHIP  Extension  Act  of 
2007  mandated  that,  for  the  period 
January  1,  2008  through  June  30,  2008, 
brachytherapy  sources  be  paid  under 
the  OPPS  at  charges  adjusted  to  cost. 
Therefore,  consistent  with  our  final 
overall  ASC  payment  policy,  we  paid 
ASCs  at  contractor-priced  rates  for 
brachytherapy  sources  provided  in 
ASCs  during  that  period  of  time. 


Beginning  July  1,  2008,  brachytherapy 
sources  applied  in  ASCs  were  to  be  paid 
at  the  same  prospectively  set  rates  that 
were  finalized  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  67165  through  67188).  Immediately 
prior  to  the  publication  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  142  of 
the  MIPPA  amended  section 
1833(t)(16)(C)  of  the  Act  (as  amended  by 
section  106  of  the  Medicare,  Medicaid, 
and  SCHIP  Extension  Act  of  2007)  to 
extend  the  requirement  that 
brachytherapy  sources  be  paid  under 
the  OPPS  at  charges  adjusted  to  cost 
through  December  31,  2009.  Therefore, 
consistent  with  final  ASC  payment 
policy,  ASCs  will  continue  to  be  paid  at 
contractor-priced  rates  for 
brachytherapy  sources  provided  in 
ASCs  during  that  period  of  time. 

Other  separately  paid  covered 
ancillary  services  in  ASCs,  specifically 
corneal  tissue  acquisition  and  device 
categories  with  OPPS  pass-through 
status,  do  not  have  prospectively 
established  ASC  payment  rates 
according  to  the  final  policies  of  the 
revised  ASC  payment  system  (72  FR 
42502  and  42509).  Under  the  revised 
ASC  payment  system,  corneal  tissue 
acquisition  is  paid  based  on  the 
invoiced  costs  for  acquiring  the  corneal 
tissue  for  transplantation.  As  discussed 
in  section  IV.A.l.  of  this  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period, 
new  pass-through  device  categories  may 
be  established  on  a  quarterly  basis,  but 
currently  there  are  no  OPPS  device 
pass-through  categories  that  would 
continue  for  OPPS  pass-through 
payment  (and,  correspondingly, 
separate  ASC  payment)  in  CY  2009. 

b.  Payment  for  Covered  Ancillary 
Services  for  CY  2009 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  for  CY  2009,  we  proposed  to 
update  the  ASC  payment  rates  and  make 
changes  to  payment  indicators  as 
necessary  in  order  to  maintain 
consistency  between  the  OPPS  and  ASC 
payment  systems  regarding  the 
packaged  or  separately  payable  status  of 
services  and  the  proposed  CY  2009 
OPPS  and  ASC  payment  rates  (73  FR 
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41530).  The  proposed  CY  2009  OPPS 
payment  methodologies  for  separately 
payable  drugs  and  biologicals  and 
brachytherapy  sources  were  discussed 
in  sections  V.  and  VII.  of  the  CY  2009 
OPPS/ASC  proposed  rule,  respectively 
(73  FR  41480  and  41500),  and  the  CY 
2009  ASC  payment  rates  for  those 
services  were  proposed  to  equal  the 
proposed  CY  2009  OPPS  rates.  In 
Addendum  BB  to  the  CY  2009  OPPS/ 
ASC  proposed  rule,  we  indicated 
whether  the  proposed  CY  2009  payment 
rate  for  radiology  services  was  based  on 
the  MPFS  PE  RVU  amount  or  the 
standard  ASC  payment  calculation. 
Thus,  the  proposed  CY  2009  payment 
indicator  for  a  covered  radiology  service 


could  differ  from  its  CY  2008  payment 
indicator  based  on  packaging  changes 
under  the  OPPS  or  the  comparison  of 
the  CY  2009  proposed  MPFS  nonfacility 
PE  RVU  amount  to  the  CY  2009  ASC 
payment  rate  calculated  according  to  the 
standard  methodology.  Services  that  we 
proposed  to  pay  based  on  the  standard 
ASC  rate  methodology  were  assigned 
payment  indicator  “Z2”  (Radiology 
service  paid  separately  when  provided 
integral  to  a  surgical  procedure  on  ASC 
list;  payment  based  on  OPPS  relative 
payment  weight)  and  those  for  which 
payment  is  based  on  the  MPFS  PE  RVU 
amount  were  assigned  payment 
indicator  “Z3”  (Radiology  service  paid 
separately  when  provided  integral  to  a 


surgical  procedure  on  ASC  list;  payment 
based  on  MPFS  nonfacility  PE  RVUs). 

Covered  ancillary  services  and  their 
proposed  payment  indicators  were 
listed  in  Addendum  BB  to  the  CY  2009 
OPPS/ASC  proposed  rule. 

Comment:  One  commenter  expressed 
concern  that  payments  for  certain 
radiological  services  commonly 
provided  to  patients  with  end-stage 
renal  disease  (ESRD)  are  packaged  into 
payment  for  surgical  procedures  under 
the  ASC  payment  system.  They 
requested  that  11  of  those  services  be 
paid  separately  in  ASCs  and  asked  CMS 
to  reexamine  the  packaging  for  the 
radiological  services  displayed  below. 


HCPCS  code 

'  ! 

Long  descriptor 

Proposed  CY  2009 
OPPS  status 
indicator  i 

Proposed  CY 
2009  ASC  pay¬ 
ment  indicator 

75710  . 

i 

!  Angiography,  extremity,  unilateral,  radiological  supervision  and  interpretation  .... 

Q2 . 

N1. 

75790  . 

! 

Angiography,  arteriovenous  shunt  (e.g.,  dialysis  patient),  radiological  super¬ 
vision  and  interpretation. 

Q2 . 

N1. 

75798  .  I 

Not  a  valid  CPT  code  . 

N/A . 

N/A. 

75820  . 

Venography,  extremity,  unilateral,  radiological  supervision  and  interpretation  . 

Q2  . 

N1. 

75898  . 

Angiography  through  existing  catheter  for  follow-up  study  for  transcatheter  ther¬ 
apy,  embolization  or  infusion. 

Q1  . 

N1. 

75902  .  ! 

i 

Mechanical  removal  of  intraluminal  (intracatheter)  obstructive  material  from  cen¬ 
tral  venous  device  through  device  lumen,  radiologic  supervision  and  interpre¬ 
tation. 

N  . . . 

N1. 

75962  . 

Transluminal  balloon  angioplasty,  peripheral  artery,  radiological  supervision  and 
interpretation. 

Q2  . 

N1. 

75984  . 

Change  of  percutaneous  tube  or  drainage  catheter  with  contrast  monitoring 
(e.g.,  genitourinary  system,  abscess),  radiological  supervision  and  interpreta¬ 
tion. 

Ultrasound  guidance  for  vascular  access  requiring  ultrasound  evaluation  of  po¬ 
tential  access  sites,  documentation  of  selected  vessel  patency,  concurrent 
realtime  ultrasound  visualization  of  vascular  needle  entry,  with  permanent  re- 
1  cording  and  reporting. 

I''  . 1 

1 

1 

N1. 

76937  . 

N  . 

N1. 

77011  . 

1  Computed  tomography  guidance  for  stereotactic  localization . 

N  . 

N1. 

78827  . 

1  Not  a  valid  CPT  code  . 

] _ ^ _ _ 

N/A . 

1  _ 

N/A. 

The  commenter  expressed  concern 
that  packaging  payment  for  these 
services  limits  full  access  to  services  for 
ESRD  patients  for  the  repair  and 
maintenance  of  vascular  access.  The 
commenter  recommended  that  CMS 
give  particular  attention  to  the  packaged 
status  of  CPT  codes  75710,  75790,  75962 
and  75798  because  they  are  commonly 
used  for  vascular  access  procedures  and 
are  critical  to  beneficiaries  living  with 
ESRD.  _ 

The  commenter  also  expressed 
support  for  an  APC  Panel 
recommendation  to  delay  packaging 
under  the  OPPS  until  analyses  can  be 
performed  to  determine  the  impact  on 
beneficiaries  and  the  viability  of  ASCs 
providing  these  services. 

Response:  We  continue  to  believe  that 
packaging  payment  for  those  ancillary 
radiology  services  integral  to  surgical 
procedures  that  would  be  packaged 
under  the  OPPS  in  an  HOPD  is 
appropriate  under  the  revised  ASC 


payment  system.  This  policy  is  aligned 
with  the  recommendation  of  the 
Practicing  Physicians  Advisory  Council 
(PPAC)  to  apply  payment  policies 
uniformly  in  the  ASC  and  HOPD 
settings.  It  also  maintains  comparable 
payment  bundles  under  the  OPPS  and 
the  revised  ASC  payment  system, 
consistent  with  the  recommendation  of 
MedPAC  to  maintain  consistent 
payment  bundles  under  both  payment 
systems.  Our  ASC  payment  policy 
would  not  permit  separate  payment  for 
the  radiology  procedures  discussed  by 
the  commenter  when  they  are  provided 
integral  to  covered  surgical  procedures 
(the  only  case  in  which  they  would  be 
covered  and  paid  to  the  ASC),  just  as 
these  same  radiology  services  would  not 
be  paid  separately  under  the  OPPS  if 
they  accompanied  a  surgical  procedure. 

The  APC  Panel  did  make  a 
recommendation  during  its  August  2008 
meeting  for  the  OPPS  regarding 
packaging  for  radiation  therapy 


guidance  services.  The  APC  Panel 
recommended  that  CMS  pay  separately 
for  radiation  therapy  guidance  for  2 
years  and  then  reevaluate  packaging  on 
the  basis  of  claims  data.  The  Panel 
further  recommended  that  CMS  evaluate 
possible  models  for  threshold  levels  for 
packaging  radiation  therapy  guidance 
and  other  new  technologies. 

ASCs  are  not  within  the  purview  of 
the  APC  Panel.  The  APC  Panel’s 
advisory  role  includes  specific  areas  of 
focus  related  to  the  OPPS.  We  would 
not  expect  the  APC  Panel  to  make  any 
recommendations  related  to  ASCs  and, 
in  fact,  there  was  no  APC  Panel 
recommendation  related  to  the  impact 
of  packaging  for  radiation  therapy 
guidance  services  on  the  viability  of 
ASCs  providing  the  services  as  was 
reported  by  the  commenter.  A  full 
discussion  of  the  final  OPPS  policy 
related  to  packaging  of  radiation  therapy 
guidance  services  for  CY  2009  may  be 


Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68747 


found  in  section  n.A.4.  of  this  final  rule 
with  comment  period. 

Comment:  Many  commenters 
requested  that  CMS  modify  the 
packaging  policy  to  provide  separate 
payment  for  some  services  that  are  not 
reported  by  any  of  the  codes  within  the 
CPT  surgical  code  range.  The 
commenters  stated  their  belief  that  as  a 
result  of  CMS’  packaging  policy, 
procedural  services  that  they  believe 
would  meet  the  criteria  for  performance 
in  ASCs  and  thereby,  would  be  eligible 
for  payment  as  covered  surgical 
procedures  in  ASCs,  are  being 
inappropriately  excluded  from 
eligibility  for  payment.  More 
specifically,  the  commenters  disagreed 
with  the  ASC  packaging  policy  under 
which  a  minor  surgical  procedure 
(reported  by  a  code  within  the  CPT 
surgical  code  range)  is  packaged  into 
payment  for  a  radiology  service.  The 
commenters  argued  that  the  result  of  the 
packaging  policy  is  that  the  surgical 
procedure  is  not  eligible  for  separate 
payment.  Because  the  radiology  service 
is  only  eligible  for  separate  payment 
when  it  is  provided  integral  to  a  covered 
surgical  procedure,  the  radiology  service 
is  not  separately  payable  when  it  is  the 
only  service  being  provided. 

The  commenters  expressed  particular 
concern  regarding  discography  services. 
Packaged  into  the  CPT  codes  72285 
(Discography,  cervical  or  thoracic, 
radiological  supervision  and 
interpretation)  and  72295  (Discography, 
lumbar,  radiological  supervision  and 
interpretation)  are  CPT  codes  62290 
(Injection  procedure  for  discography, 
each  level:  lumbar)  and  62291  (Injection 
procedure  for  discography,  each  level; 
cervical  or  thoracic).  The  injection 
procedures  are,  by  definition,  surgical 
procedures  because  they  are  reported  by 
CPT  codes' in  the  surgical  range. 
Commenters  noted  that  packaging  the 
surgical  code  into  the  radiology  service 
means  that  the  radiology  service  is 
included  on  the  ASC  list  of  covered 
ancillary  services  and  that,  therefore, 
separate  payment  is  only  made  to  an 
ASC  when  the  radiology  service  is 
provided  integral  to  a  covered  surgical 
procedure.  They  believe  the  radiology 
service  should  he  separately  payable 
when  it  is  performed  alone.  The 
commenters  argued  that  discography 
services  would  migrate  to  HOPDs  as  a 
result  of  this  packaging  policy.  They 
contended  that  CMS  should  provide 
ASC  payment  for  both  the  traditional 
forms  of  surgery  and  other  invasive 
procedures  appropriate  to  the  outpatient 
surgical  setting. 

Response:  Packaged  surgical  services 
are  minor  procedures  and  are  usually 
reported  with  a  more  comprehensive 


procedure  that  may  be  nonsurgical  and, 
therefore,  excluded  from  payment  under 
the  revised  ASC  payment  system.  In  the 
circumstances  referred  to  by  the 
commenters,  the  minor  surgical 
procedures  are  performed  in  support  of 
comprehensive  nonsurgical  services  and 
payment  for  the  minor  surgical 
procedures  is  packaged  into  payment  for 
the  nonsurgical  services  under  the 
OPPS.  We  do  not  agree  that  we  should 
define  surgical  procedures  under  the 
revised  ASC  payment  system  to  include 
other  types  of  services,  such  as 
radiology  services,  even  though  some 
minor  component(s)  of  the  service  may 
be  defined  as  surgical.  Instead,  we 
continue  to  believe  that  the  other  types 
of  services,  including  radiology  services, 
are  not  appropriate  for  performance  and 
separate  payment  in  ASCs  unless  they 
are  integral  to  covered  surgical 
procedures. 

After  consideration  of  the  public 
comments  received,  we  are  providing 
CY  2009  payment  for  covered  ancillary 
services  in  accordance  with  the  final 
policies  of  the  revised  ASC  payment 
system  as  described  in  the  CY  2008 
OPPS/ ASC  final  rule  with  comment 
period.  Covered  ancillary  services  and 
their  final  CY  2009  payment  indicators 
are  listed  in  Addendum  BB  to  this  final 
rule  with  comment  period. 

G.  New  Technology  Intraocular  Lenses 
1.  Background 

In  the  CY  2007  OPPS/ ASC  final  rule 
with  comment  period,  we  finalized  our 
current  process  for  reviewing 
applications  to  establish  new  active 
classes  of  new  technology  intraocular 
lenses  (NTIOLs)  and  for  recognizing 
new  candidate  intraocular  lenses  (lOLs) 
inserted  during  or  subsequent  to 
cataract  extraction  as  belonging  to  a 
NTIOL  class  that  is  qualified  for  a 
payment  adjustment  (71  FR  67960  and 
68176).  Specifically,  we  established  the 
following  process: 

•  We  will  announce  annually  in  the 
Federal  Register  document  that 
proposes  the  update  of  ASC  payment 
rates  for  the  following  calendar  year,  a 
list  of  all  requests  to  establish  new 
NTIOL  classes  accepted  for  review 
during  the  calendar  year  in  which  the 
proposal  is  published  and  the  deadline 
for  submission  of  public  comments 
regarding  those  requests.  Pursuant  to 
Section  141(b)(3)  of  P.L.  103-432  and 
our  regulations  at  42  CFR  416.185(b), 
the  deadline  for  receipt  of  public 
comments  will  be  30  days  following 
publication  of  the  list  of  requests. 

•  In  the  Federal  Register  document 
that  finalizes  the  update  of  ASC 


payment  rates  for  the  following  calendar 
year,  we  will — 

+  Provide  a  list  of  determinations 
made  as  a  result  of  our  review  of  all  new 
class  requests  and  public  comments; 
and 

+  Announce  the  deadline  for 
submitting  requests  for  review  of  an 
application  for  a  new  NTIOL  class  for 
the  following  calendar  year. 

In  determining  whether  a  lens  belongs 
to  a  new  class  of  NTIOLs  and  whether 
the  ASC  payment  amount  for  insertion 
of  that  lens  in  conjunction  with  cataract 
surgery  is  appropriate,  we  expect  that 
the  insertion  of  the  candidate  lOL 
would  result  in  significantly  improved 
clinical  outcomes  compared  to  currently 
available  lOLs.  In  addition,  to  establish 
a  new  NTIOL  class,  the  candidate  lens 
must  be  distinguishable  from  lenses 
already  approved  as  members  of  active 
or  expired  classes  of  NTIOLs  that  share 
a  predominant  characteristic  associated 
with  improved  clinical  outcomes  that 
was  identified  for  each  class. 
Furthermore,  in  the  CY  2007  OPPS/ ASC 
final  rule  with  comment  period,  we 
finalized  our  proposal  to  base  our 
determinations  on  consideration  of  the 
following  factors  set  out  at  42  CFR 
416.195  (71  FR  67960  and  68227): 

•  The  lOL  must  have  been  approved 
by  the  FDA  and  claims  of  specific 
clinical  benefits  and/or  lens 
characteristics  with  established  clinical 
relevance  in  comparison  with  currently 
available  lOLs  must  have  been  approved 
by  the  FDA  for  use  in  labeling  and 
advertising. 

•  The  lOL  is  not  described  by  an 
active  or  expired  NTIOL  class;  that  is,  it 
does  not  share  the  predominant,  class¬ 
defining  characteristic  associated  with 
improved  clinical  outcomes  with 
designated  members  of  an  active  or 
expired  NTIOL  class. 

•  Evidence  demonstrates  that  use  of 
the  lOL  results  in  measurable,  clinically 
meaningful,  improved  outcomes  in 
comparison  with  use  of  currently 
available  lOLs.  According  to  the  statute, 
and  consistent  with  previous  examples 
provided  by  CMS,  superior  outcomes 
that  would  be  considered  include  the 
following: 

+  Reduced  risk  of  intraoperative  or 
postoperative  complication  or  trauma: 

+  Accelerated  postoperative  recovery; 

+  Reduced  induced  astigmatism: 

+  Improved  postoperative  visual 
acuity; 

+  More  stable  postoperative  vision; 

+  Other  comparable  clinical 
advantages,  such  as — 

++  Reduced  dependence  on  other 
eyewear  (for  example,  spectacles, 
contact  lenses,  and  reading  glasses); 
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++  Decreased  rate  of  subsequent 
diagnostic  or  therapeutic  interventions, 
such  as  the  need  for  YAG  laser 
treatment; 

++  Decreased  incidence  of 
subsequent  lOL  exchange; 

++  Decreased  blurred  vision,  glare, 
other  quantifiable  symptom  or  vision 
deficiency. 

For  a  request  to  be  considered 
complete,  we  require  submission  of  the 
information  that  is  found  in  the 
guidance  document  entitled 
“Application  Process  and  Inforthation 
Requirements  for  Requests  for  a  New 
Class  of  New  Technology  Intraocular 
Lens  (NTIOL)”  posted  on  the  CMS  Weh 
site  at:  http://www.cms.hhs.gov/ASC 
Payment/ 08 _NT10Ls.asp^TopOfPage. 

As  we  stated  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68180),  there  are  three  possible 
outcomes  Irom  our  review  of  a  request 
for  establishment  of  a  new  NTIOL  class. 
As  appropriate,  for  each  completed 
request  for  consideration  of  a  candidate 
lOL  into  a  new  class  that  is  received  by 
the  established  deadline,  one  of  the 
following  determinations  would  be 
announced  annually  in  the  final  rule 
updating  the  ASC  payment  rates  for  the 
next  calendar  year: 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  5  full  years  as  a 
member  of  a  new  NTIOL  class  described 
by  a  new  HCPCS  code. 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  the  balance  of  time 
remaining  as  a  member  of  an  active 
NTIOL  class. 

•  The  request  for  a  payment 
adjustment  is  not  approved. 

We  also  discussed  our  plan  to 
summarize  briefly  in  the  final  rule  with 


comment  period  the  evidence  that  was 
reviewed,  the  public  comments,  and  the 
basis  for  our  determinations  in 
consideration  of  applications  for 
establishment  of  a  new  NTIOL  class.  We 
established  that  when  a  new  NTIOL 
class  is  created,  we  would  identify  the 
predominant  characteristic  of  NTIOLs  in 
that  class  that  sets  them  apart  from  other 
lOLs  (including  those  previously 
approved  as  members  of  other  expired 
or  active  NTIOL  classes)  and  that  is 
associated  with  improved  clinical 
outcomes.  The  date  of  implementation 
of  a  payment  adjustment  in  the  case  of 
approval  of  an  lOL  as  a  member  of  a 
new  NTIOL  class  would  be  set 
prospectively  as  of  30  days  after 
publication  of  the  ASC  payment  update 
final  rule,  consistent  with  the  statutory 
requirement. 

2.  NTIOL  Application  Process  for 
Payment  Adjustment 

In  CY  2007,  we  posted  an  updated 
guidance  document  to  the  CMS  Web  site 
to  provide  process  and  information 
requirements  for  applications  requesting 
a  review  of  the  appropriateness  of  the 
payment  amount  for  insertion  of  an  lOL 
to  ensure  that  the  ASC  payment  for 
covered  surgical  procedures  includes 
payment  that  is  reasonable  and  related 
to  the  cost  of  acquiring  a  lens  that  is 
approved  as  belonging  to  a  new  class  of 
NTIOLs.  This  guidance  document  can 
be  accessed  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ASCPayment/ 
08_NTIOLs.  aspttT opOfPage. 

We  note  that  we  have  also  issued  a 
guidance  document  entitled  “Revised 
Process  for  Recognizing  Intraocular 
Lenses  Furnished  by  Ambulatory 
Surgery  Centers  (ASCs)  as  Belonging  to 
an  Active  Subset  of  New  Technology  , 


Intraocular  Lenses  (NTIOLs).”  This 
guidance  document  can  be  accessed  on 
the  CMS  Web  site  at:  http://www.cms. 
hhs.gov/ASCPayment/Downloads/ 
Request J^or_incIusion_in_current_ 
NTIOL_subset.pdf. 

This  second  guidance  document 
provides  specific  details  regarding 
requests  for  recognition  of  lOLs  as 
belonging  to  an  existing,  active  NTIOL. 
class,  the  review  process,  and 
information  required  for  a  request  to 
review.  Currently,  there  is  one  active 
NTIOL  class  whose  defining 
characteristic  is  the  reduction  of 
spherical  aberration.  CMS  accepts 
requests  throughout  the  year  to  review 
the  appropriateness  of  recognizing  an 
lOL  as  a  member  of  an  active  class  of 
NTIOLs.  That  is,  review  of  candidate 
lenses  for  membership  in  an  existing, 
active  NTIOL  class  is  ongoing  and  not 
limited  to  the  annual  review  process 
that  applies  to  the  establishment  of  new 
NTIOL  classes.  We  ordinarily  complete 
the  review  of  such  a  request  within  90 
days  of  receipt,  and  upon  completion  of 
our  review,  we  notify  the  requestor  of 
our  determination  and  post  on  the  CMS 
Web  site  notification  of  a  lens  newly 
approved  for  a  payment  adjustment  as 
an  NTIOL  belonging  to  an  active  NTIOL 
class  when  furnished  in  an  ASC. 

3.  Classes  of  NTIOLs  Approved  and 
New  Requests  for  Payment  Adjustment 

a.  Background 

Since  implementation  of  the  process 
for  adjustment  of  payment  amounts  for 
NTIOLs  that  was  established  in  the  June 
16, 1999  Federal  Register,  we  have 
approved  three  classes  of  NTIOLs,  as 
shown  in  the  following  table,  with  the 
associated  qualifying  lOLs  to  date: 


1 

NTIOL 
class  1 

1 

HCPCS 
code  I 

$50  Approved  for 
services  furnished  on 
or  after 

NTIOL  characteristic 

lOLs  eligible  for  adjustment 

1  . 

Q1001 

j 

May  18,  2000, 
through  May  18, 
2005. 

Multifocal  . 

Allergan  AMO  Array  Multifocal  lens,  model  SA40N.  • 

2 . 

Q1002 

1 

*  i 

May  18,  2000, 
through  May  18, 
2005. 

Reduction  in  Pre¬ 
existing  Astig¬ 
matism. 

STAAR  Surgical  Elastic  Ultraviolet-Absorbing  Silicone  Posterior 
Chamber  lOL  with  Toric  Optic,  models  AA4203T,  AA4203TF, 
and  AA4203TL. 

3 . 

Q1003 

February  27,  2006, 
through  February 

26,  201 1 . 

Reduced  Spherical 
Aberration. 

Advanced  Medical  Optics  (AMO)  Tecnis®  lOL  models  Z9000, 
Z9001,  Z9002,  ZA9003,  AR40xEM  and  Tecnis®  1 -Piece  model 
ZCBOO;  Alcon  Acrysof®  10  Model  SN60WF  and  Acrysert  Deliv¬ 
ery  System  model  SN60WS:  Bausch  &  Lomb  Sofport  AO  mod¬ 
els  LI61AOV,  and  LI61AOV;  STAAR  Affinity  Collamer  model 
CQ2015A,  CC4204A,  and  Elastimide  AQ2015A. 

b.  Request  To  Establish  New  NTIOL 
Class  for  CY  2009 

As  discussed  below  and  explained  in 
the  guidance  document  on  the  CMS 
Web  site,  a  request  for  review  for  a  new 


class  of  NTIOLs  for  CY  2009  must  have 
been  submitted  to  CMS  by  March  14, 
2008,  the  due  date  published  in  the  CY 
2008  OPPS/ ASC  final  rule  with 
comment  period  (72  FR  66855).  We 


received  one  request  for  review  of  the 
appropriateness  of  the  ASC  payment 
amount  for  insertion  of  a  candidate  lOL 
as  a  member  of  a  new  class  of  NTIOLs 


/ 
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request  to  establish  a  new  NTIOL  class 
for  CY  2009,  we  stated  our  belief  that 
foldable,  spherical,  monofocal  lOLs 
made  of  acrylic,  silicone,  or 
polymethylmethacrylate  materials 
represented  the  currently  available 
lenses  against  which  the  candidate 
NTIOL  to  establish  a  new  class  should 
be  compared.  The  Rayner  request 
asserted  that  the  hydrophilic  material  of 
the  candidate  lens  with  respect  to 
silicone  oil  adhesion  made  the  lens  a 
novel  lOL  in  the  U.S.  market.  In  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41536),  we  sought  public  comment  on 
our  view  of  “currently  available  lenses” 
for  the  purposes  of  this  CY  2009  review. 

We  reviewed  the  four  pieer-reviewed' 
articles  submitted  by  Rayner  with  the 
request,  specifically  three  bench  studies 
of  silicone  oil  coverage  of  various  lOL 
materials  and  a  single  series  of  three 
clinical  case  histories  where  silicone  oil 
adhesion  was  documented.  The 
literature  did  not  clearly  provide 
information  regarding  the  clinical 
benefit  to  patients  who  received  the 
candidate  lens  in  conjunction  with 
cataract  removal  surgery  compared  to 
patients  receiving  currently  available 
lOLs.  As  stated  in  the  Rayner  request, 
the  potential  benefits  of  the  candidate 
lens  would  apply  only  to  individuals 
undergoing  vitreoretinal  surgery,  in 
which  silicone  oil  was  used  as  a 
tamponade  at  some  time  after  insertion 
of  the  intraocular  lens.  The  size  and 
composition  of  this  population  that 
could  potentially  benefit  was  unclear, 
and  it  was  also  unclear  how  often  and 
what  other  alternative  tamponade 
materials  may  be  employed  in  the  U.S 
relative  to  silicone  oil.  In  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41536), 
we  welcomed  public  comments  and 
relevant  data  specifically  addressing 
whether  use  of  the  Rayner  C-Flex  lOL 
resulted  in  measurable,  clinically 
meaningful,  improved  outcomes  in 
comparison  with  use  of  currently 
available  lOLs. 

In  accordance  with  our  established 
NTIOL  review  process,  we  sought 
public  comments  on  all  of  the  review 
criteria  for  establishing  a  new  NTIOL 
class  with  the  characteristic  of  reduced 
silicone  oil-induced  opacification  based 
on  the  request  for  the  Rayner  C-Flex  lOL 
Model  570C  lens.  All  comments  on  this 
request  must  have  been  received  by 
August  18,  2008.  We  stated  that  the 
announcement  of  CMS’  determination 
regarding  this  request  would  appear  in 
this  CY  2009  OPPS/ASC  final  rule  with 
comment  period.  If  a  determination  of 
membership  of  the  candidate  lens  in  a 
new  or  currently  active  NTIOL  class  is 
made,  this  determination  would  be 
effective  30  days  following  the  date  that 


this  final  rule  with  comment  period  is 
published  in  the  Federal  Register. 

We  thank  the  public  for  their 
comments  concerning  our  review  of  the 
request  fi-om  Rayner  Surgical,  Inc.  to 
establish  a  new  class  of  NTIOLs  based 
on  the  characteristics  of  its  C-Flex  lOL 
Model  570C.  Some  of  the  comments  we 
received  raised  additional  questions 
about  the  proven  effectiveness  of  the 
Rayner  C-Flex  lens,  especially  when 
compared  to  other  currently  available 
lenses.  These  public  comments  and  our 
responses  to  them  are  summarized 
below. 

Comment:  One  commenter  expressed 
general  support  for  CMS’  integration  of 
the  new  NTIOL  notice  and  comment 
process  into  the  annual  OPPS/ASC 
rulemaking  cycle.  The  commenter 
cautioned  that  the  process  should  be 
monitored  to  ensure  that  the 
consideration  of  these  new  technologies 
is  not  impeded  or  slowed  by  the 
rulemaking  process.  Additionally,  the 
commenter  requested  that  for 
consistency  the  NTIOL  comment  period 
should  coincide  with  the  comment 
period  for  the  remainder  of  the  issues 
included  in  the  annual  OPPS/ASC 
proposed  rule. 

Response:  We  thank  the  commenter 
for  the  support  of  our  integration  of  the 
new  NTIOL  notice  and  comment 
process  into  the  annual  OPPS/ASC 
rulemaking  cycle.  However,  in  response 
to  the  request  that  the  comment  period 
regarding  requests  to  establish  new 
classes  of  NTIOLs  should  coincide  with 
the  comment  period  for  all  other  issues 
included  in  the  annual  OPPS/ASC 
proposed  rule,  we  note  that  section 
141(b)(3)  of  the  Social  Security  Act 
Amendments  of  1994,  Public  Law  103- 
432,  clearly  requires  us  to  provide  a  30- 
day  comment  period  on  lenses  that  are 
the  subject  of  requests  for  recognition  as 
belonging  to  a  new  class  of  NTIOLs. 
Therefore,  we  will  continue  to  provide 
a  30-day  comment  period  on  lenses  that 
are  the  subject  of  requests  for 
recognition  as  members  of  a  new  class 
of  NTIOLs. 

Comment:  One  commenter  responded 
to  CMS’  view  of  the  present  definition 
of  currently  available  lenses.  The 
commenter  believed  that  the  definition 
of  “currently  available  lOLs”  should 
take  into  account  the  most  recent  * 
preceding  level  of  technological 
advancement  and  corresponding  patient 
benefit  that  has  been  or  is  rapidly 
becoming  accepted  by  the 
ophthalmologic  medical  community. 
The  commenter  suggested  that  in  order 
to  identify  the  latest  technological 
advancement,  CMS  should  consider 
market  shares  and/or  growth  rates  of 
various  classes  of  currently  available 


lOLs.  The  commenter  further  stated  that 
lOLs  that  reduce  spherical  aberration 
have  become  the  technology  of  choice 
for  most  cataract  surgeons  because  of 
the  greater  quality  of  vision  they 
provide.  The  commenter  concluded  that 
CMS  should  be  reluctant  to  establish  a 
new  NTIOL  class  for  a  future  candidate 
lOL  that  does  not  reduce  spherical 
aberration. 

Response:  We  will  consider  and 
evaluate  this  particular  concept  of 
“currently  available  lenses”  for  its 
applicability  to  our  future  reviews  of 
NTIOL  applications.  While  we  would 
expect  that  use  of  lOLs  seeking  NTIOL 
recognition  would  result  in  improved 
clinical  outcomes  when  compared  to 
currently  available  lenses,  which 
includes  lenses  with  the  characteristic 
of  reducing  spherical  aberration,  we  do 
not  require  that  lenses  seeking  NTIOL 
recognition  also  share  the  same 
characteristics  as  other  lenses  that  are  in 
currently  active  NTIOL  classes.  As 
discussed  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68178),  we  continue  to  believe  that 
flexibility  is  critical  when  identifying 
what  the  public  considers  “currently 
available  lenses,”  in  order  to  allow  for 
consideration  of  technological  advances 
in  lenses  over  time. 

Comment:  One  commenter  questioned 
how  CMS  could  expect  a  comparison 
reference  to  be  included  in  an  FDA- 
approved  label,  as  the  FDA’s  legal 
authority  is  only  to  determine  if  a 
product  is  safe  and  effective. 
Furthermore,  the  comrrienter  stated  that 
to  expect  a  device  label  to  contain 
language  remarking  about  the  device’s 
performance  in  relation  to  other  similar 
devices  makes  meeting  the  NTIOL 
criteria  impossible.  The  commenter  did 
not  believe  that  the  labels  of  the  lOLs 
that  have  received  NTIOL  status 
contained  such  language. 

Response:  In  response  to  the  comment 
regarding  the  FDA’s  legal  authority  to 
make  comparative  decisions,  we  note 
that  it  was  not  our  intent  to  suggest  that 
the  FDA  makes  comparative  decisions, 
but  rather  that  the  FDA-approved  label, 
submitted  by  an  applicant,  may  include 
benchmark  studies  that  have  compared 
the  performance  of  the  applicant’s  lens 
against  the  performance  of  other  lenses. 
We  have  reviewed  requests  for  NTIOL 
class  recognition  where  the  FDA- 
approved  label  has  included  such 
comparative  bench  studies,  and  we  do 
use  this  information  in  our  review 
process. 

Comment:  One  commenter  claimed 
that  the  C-Flex  lens  application  to 
establish  a  new  NTIOL  category  meets 
the  specific  NTIOL  review  criteria  and 
that  the  applicant  lens  is  not  described 
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by  current  or  prior  classes  of  NTIOLs. 
This  commenter  asserted  that  the  C-Flex 
lOL  offers  patients  who  go  on  to  require 
vitrooretinal  surgery  clinically 
meaningful  improvements,  such  as  a 
decreased  rate  of  subsequent  therapeutic 
interventions  and  a  decreased  incidence 
of  subsequent  lOL  exchange.  The 
commenter  also  argued  that  the  C-Flex 
lOL  provides  beneficiaries  who  go  on  to 
require  vitreoretinal  surgery  with  more 
stable  postoperative  vision.because 
patients  who  suffer  from  silicone  oil 
adhesion  to  their  implanted  lOL  lose 
visual  acuity  and  either  must  live  with 
impaired  vision  or  undergo  another 
surgical  procedure  to  remove  the 
damaged  lens  and  have  a  new  lOL 
inserted.  The  commenter  pointed  out 
that  silicone  oil  used  as  a  tamponade 
agent  during  vitreoretinal  surgery  may 
need  to  be  left  in  the  vitreal  space  for 
many  months  following  surgery, 
resulting  in  silicone  adherence  to  a  vast 
majority  of  the  currently  available  lOLs 
identified  by  CMS.  The  commenter 
concluded  that  silicone  oil  adherence  to 
the  lOL  creates  both  immediate  and 
long-term  problems  for  patients,  as  well 
as  the  retinal  surgeon.  Such  problems 
include  decreased  visualization  of  the 
operative  area  by  the  surgeon  and 
reoperation  on  the  eye,  which  exposes 
the  patient  to  significant  surgical  risks. 

The  commenter  claimed  that  15,000 
to  30,000  of  the  approximately  1.5 
million  cataract  surgery  patients  per 
year  in  the  United  States  go  on  to 
require  vitreoretinal  surgery,  and  not  an 
insignificant  number  of  these 
individuals  face  surgical  risks 
associated  with  silicone  oil  adherence. 
The  commenter  stated  that  the  benefit 
from  the  C-Flex  lOL  is  not  dependent  on 
the  number  of  patients  who  might  be 
impacted  but  rather  the  clinical 
outcomes  at  issue. 

Another  commenter  explained  that 
problems  of  silicone  oil  adhesion  and 
silicone  oil  opacification  have  been 
primarily  attributed  to  silicone  lOLs, 
and  some  experts  advise  that  silicone 
lOLs  not  be  implanted  in  patients  at  risk 
for  vitreoretinal  surgery.  This 
commenter  asserted  that  published 
peer-reviewed  articles  in  the  medical 
literature  conclude  that  either  a 
hydrophobic  or  a  hydrophilic  acrylic 
lOL  is  preferable  (for  greater  visibility) 
to  a  silicone  lOL  in  patients  at  risk  for 
future  vitreoretinal  surgery.  The 
commenter  further  stated  that  silicone 
lOLs  have  been  replaced  in  the  United 
States  to  a  large  extent  by  hydrophobic 
acrylic  lOLs  based  on  surgeon 
preferences  and  common  clinical 
scenarios.  In  addition,  the  commenter 
explained  that  many  studies  have 
documented  postoperative  optic 


opacification  due  to  calcification  in  ’ 
hydrophilic  acrylic  lOLs  and  that 
postoperative  opacification  of  these 
lenses  is  of  concern,  given  that  the 
supposed  additional  benefit  of  the 
hydrophilic  C-Flex  lOL  is  superior 
clarity  in  eyes  exposed  to  silicone  oil. 
The  commenter  further  claimed  that 
recent  publications  identify  “secondary 
calcification”  with  hydrophilic  acrylic 
lOLs  as  a  phenomenon  seen  in  eyes 
with  complicated  pathology  (such  as 
vitreoretinal  surgery).  The  commenter 
questioned  the  bench  studies  cited  in 
the  C-Flex  lOL  FDA  label,  stating  that 
there  is  no  evidence  that  relatively  small 
differences  in  silicone  oil  coverage  (as 
measured  in  the  bench  tests)  translates 
into  any  clinically  meaningful  benefit. 

Two  comment ers  responded  to  the 
question  as  to  whether  surgeons  have 
alternatives  to  silicone  oil.  One 
commenter  stated  that  retinal  surgeons 
could  opt  to  use  gas  or  air  for  their 
tamponade  effect,  but  that  use  .of  these 
substitutes  during  vitreoretinal  surgery 
did  not  avoid  visual  problems.  This 
commenter  believed  that  while  there  are 
some  options  to  address  certain  aspects 
of  the  silicone  oil  adherence  problem, 
none  of  these  options  completely 
resolves  the  problem  and  therefore  the 
C-F’lex  lens  provides  a  clinical  benefit  as 
compared  to  each  of  these  alternatives. 
The  other  commenter  asserted  that 
choices  of  retinal  tamponades  include 
silicone  oil,  gases,  and  perfluorocarbon 
liquids,  all  of  which  are  indicated  for 
use  in  treating  retinal  detachments.  This 
commenter  further  stated  that  the  choice 
of  tamponade  is  based  on  each  patient’s 
presentation  and  specific  pathology,  and 
that  the  alternatives  are  generally  not 
interchangeable.  The  commenter  also 
explained  that  silicone  oil  is  not  used  in 
every  retinal  detachment  procedure  and 
that  in  some  cases  of  retinal 
detachment,  surgeons  use  a  scleral 
buckle  procedure  that  does  not  utilize  a 
retinal  tamponade.  Another  commenter 
did  not  offer  alternative  materials  that 
could  be  used  as  a  tamponade  but  stated 
that  published  peer-reviewed  articles  in 
the  medical  literature  conclude  that 
either  a  hydrophobic  or  a  hydrophilic 
acrylic  lOL  is  preferable  (for  greater 
visibility)  to  a  silicone  lOL  in  patients 
at  risk  for  retinal  surgery. 

Response:  As  we  have  stated  in  prior 
rulemaking,  we  fully  expect  that  to  be 
recognized  as  an  NTIOL  and  to 
subsequently  establish  a  new  NTIOL 
class,  the  insertion  of  the  candidate  lOL 
would  result  in  significantly  improved 
clinical  outcomes  compared  to  currently 
available  lOLs,  and  the  candidate  lens 
must  be  distinguishable  from  lenses 
already  approved  as  members  of  active 
or  expired  classes  of  NTIOLs  that  share 


a  predominant  characteristic  associated 
with  improved  clinical  outcomes  that 
were  identified  for  each  class»  We  agree 
that  the  applicant  lens  is  not  described 
by  current  or  prior  classes  of  NTIOLs. 

We  also  agree  that  clinical  outcomes 
rather  than  number  of  patients  that  may 
be  impacted  should  be  the  focus  of  our 
decision.  However,  we  note  that  with 
respect  to  the  applicant  lens,  there  are 
no  published  comparable  clinical  data 
available  or  presented  by  the  applicant 
which  demonstrate  that  use  of  the  C- 
Flex  lOL  results  in  measurable, 
clinically  meaningful,  improved 
outcomes  in  comparison  with  use  of 
currently  available  lOLs.  The  applicant 
submitted  studies  that  evaluated  the 
adhesion  of  silicone  oil  to  various  lOL 
materials  and  these  studies  conclude,  to 
varying  degrees,  that  lenses  made  of 
hydrophilic  material  exhibit  lower 
silicone  oil  adhesion  than  lenses  made 
of  hydrophobic  materials.  However,  the 
clinical  relevance  of  these  bench  studies 
submitted  by  the  applicant  has  not  been 
established.  We  agree  with  the  comment 
that  several  studies  have  documented 
postoperative  opacification  of 
hydrophilic  lenses.  In  our  review  of  the 
studies  submitted  by  the  applicant  and 
other  available  data  and  studies,  we 
encountered  information,  similar  to  the 
peer-reviewed  journal  articles  submttted 
by  one  commenter  that  suggested  that 
hydrophilic  lenses  may  be  susceptible 
to  other  forms  of  opacification.  If  this 
were  the  case,  any  potential  visual 
benefit  from  reduced  silicone  oil 
opacification  might  not  be  realized. 

After  consideration  of  the  public 
comments  received,  we  conclude  that 
the  Rayner  C-Flex  lOL  does  not 
demonstrate  substantial  clinical  benefit 
in  comparison  with  currently  available 
lOLs.  Therefore,  we  are  disapproving 
Rayner’s  request  to  recognize  its  C-Flex 
(model  570)  lOL  as  an  NTIOL  and, 
therefore,  we  are  not  establishing  a  new 
class  of  NTIOL  for  payment  as  a  result 
of  this  CY  2009  review  cycle. 

4.  Payment  Adjustment 

The  current  payment  adjustment  for  a 
5-year  period  from  the  implementation 
date  of  a  new  NTIOL  class  is  $50.  In  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period,  we  revised 
§  416.200(a)  through  (c)  to  clarify  how 
the  lOL  payment  adjustment  will  be 
made  and  how  an  NTIOL  will  be  paid 
after  expiration  of  the  payment 
adjustment,  and  made  minor  editorial 
changes  to  §  416.200(d).  For  CY  2008, 
we  did  not  revise  the  current  payment 
adjustment  amount,  and  we  did  not 
propose  to  revise  the  payment 
adjustment  amount  for  CY  2009  in  light 
of  our  very  short  experience  with  the 
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revised  ASC  payment  system, 
implemented  initially  on  January  1, 
2008.  Therefore,  the  final  ASC  payment 
adjustment  amount  for  NTIOLs  in  CY 
2009  is  $50. 

5.  ASC  Payment  for  Insertion  of  lOLs 

In  accordance  with  the  final  policies 
of  the  revised  ASC  payment  system,  for 
CY  2009,  payment  for  lOL  insertion 
procedures  is  established  according  to 
the  standard  payment  methodology  of 


the  revised  payment  system,  which 
multiplies  the  ASC  conversion  factor  by 
the  ASC  payment  weight  for  the  surgical 
procedure  to  implant  the  lOL.  CY  2009 
ASC  payment  for  the  cost  of  a 
conventional  lens  is  packaged  into  the 
payment  for  the  associated  covered 
surgical  procedures  performed  by  the 
ASC.  The  proposed  CY  2009  ASC 
payment  rates  for  lOL  insertion 
procedures  were  included  in  Table  44  of 


the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41537). 

We  did  not  receive  any  public 
comments  concerning  the  proposed  CY 
2009  payment  rates  for  the  insertion  of 
lOL  procedures.  Therefore,  we  are 
finalizing  the  payment  rates  for  the 
insertion  of  lOL  procedures,  calculated 
according  to  the  standard  methodology 
of  the  revised  ASC  payment  system,  as 
shown  in  Table  50  below  for  CY  2009. 


Table  50— Insertion  of  IOL  Procedures  and  Their  CY  2009  ASC  Payment  Rates 


CY  2009 
HCPCS  code 


CY  2009  Long  descriptor 


Final  CY  2009 

ASC  payment 


66983 

66984 

66985 

66986 


Intracapsular  cataract  extraction  with  insertion  of  intraocular  lens  prosthesis  (one  stage  procedure)^ . 

Extracapsular  cataract  removal  with  insertion  of  intraocular  lens  prosthesis  (one  stage  procedure),  manual  or 
mechanical  technique  (e.g.,  irrigation  and  aspiration  or  phacoemulsification). 

Insertion  of  intraocular  lens  prosthesis  (secondary  implant),  not  associated  with  concurrent  cataract  removal . 

Exchange  of  intraocular  lens  . I . . . 


$964.70 

964.70 

893.03 

893.03 


6.  Announcement  of  CY  2009  Deadline 
for  Submitting  Requests  for  CMS 
Review  of  Appropriateness  of  ASC 
Payment  for  Insertion  of  an  NTIOL 
Following  Cataract  Surgery 

In  accordance  with  §  416.185(a)  of  our 
regulations  as  revised  by  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period,  CMS  announces  that  in  order  to 
be  considered  for  payment  effective 
January  1,  2010,  requests'for  review  of 
applications  for  a  new  class  of  new 
technology  lOLs  must  be  received  at 
CMS  by  5  p.m.  EST,  on  March  2,  2009. 
Send  requests  to  ASC/NTIOL,  Division 
of  Outpatient  Care,  Mailstop  C4-05-17, 
Centers  for  Medicare  and  Medicaid, 

7500  Security  Boulevard,  Baltimore,  MD 
21244-1850. 

To  be  considered,  requests  for  NTIOL 
reviews  must  include  the  information 
on  the  CMS  Web  site  at;  http:// 
wwvi'.cms.hhs.gov/ASCPayment/ 
08_NTIOLs.asp#TopOfPage. 

H.  ASC  Payment  and  Comment 
Indicators 

I.  Background 

In  addition  to  the  payment  indicators 
that  we  introduced  in  the  August  2, 

2007  final  rule  for  the  revised  ASC 
payment  system,  we  also  created  final 
comment  indicators  for  the  ASC 
payment  system  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66855).  We  created  Addendum  DDl 
to  define  ASC  payment  indicators  that 
we  use  in  Addenda  AA  and  BB  to 
provide  payment  information  regarding 
covered  surgical  procedures  and 
covered  ancillary  services,  respectively, 
under  the  revised  ASC  payment  system. 
The  ASC  payment  indicators  in 
Addendum  DDl  are  intended  to  capture 


policy-relevant  characteristics  of  HCPCS 
codes  that  may  receive  packaged  or 
separate  payment  in  ASCs,  including: 
Their  ASC  payment  status  prior  to  CY 
2008;  their  designation  as  device¬ 
intensive  or  office-based  and  the 
corresponding  ASC  payment 
methodology;  and  their  classification  as 
separately  payable  radiology  services, 
brachytherapy  sources,  OPPS  pass¬ 
through  devices,  corneal  tissue 
acquisition  services,  drugs  or 
biologicals,  or  NTIOLs. 

We  also  created  Addendum  DD2  that 
lists  the  ASC  comment  indicators.  The 
ASC  comment  indicators  used  in 
Addenda  AA  and  BB  to  this  final  rule 
with  comment  period  serve  to  identify, 
for  the  revised  ASC  payment  system,  the 
status  of  a  specific  HCPCS  code  and  its 
payment  indicator  with  respect  to  the 
timeframe  when  comments  will  be 
accepted.  The  comment  indicator  “NI” 
is  used  in  the  final  rule  to  indicate  new 
HCPCS  codes  for  which  the  interim 
payment  indicator  assigned  is  subject  to 
comment  on  this  final  rule  with 
comment  period. 

The  “CH”  comment  indicator  was 
used  in  Addenda  AA  and  BB  to  the  CY 
2009  OPPS/ASC  proposed  rule  to 
indicate  that:  A  new  payment  indicator 
(in  comparison  with  the  indicator  for 
the  CY  2008  ASC  April  quarterly 
update)  was  proposed  for  assignment  to 
an  active  HCPCS  code  for  the  next 
calendar  year;  an  active  HCPCS  code 
was  proposed  for  addition  to  the  list  of 
procedures  or  services  payable  in  ASCs; 
or  an  active  HCPCS  code  was  proposed 
for  deletion  at  the  end  of  the  current 
calendar  year.  The  “CH’i  comment 
indicators  that  are  published  in  this 
final  rule  with  comment  period  are 


provided  to  alert  readers  that  a  change 
has  been  made  from  one  calendar  year 
to  the  next,  but  do  not  indicate  that  the 
change  is  subject  to  comment. 

The  full  definitions  of  the  payment 
indicators  and  comment  indicators  are 
provided  in  Addenda  DDl  and  DD2, 
respectively,  to  this  final  rule  with 
comment  period. 

2.  ASC  Payment  and  Comment 
Indicators 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  to  revise  the 
definition  of  one  ASC  payment 
indicator  for  CY  2009  (73  FR  41537).  We 
proposed  that  the  definition  of  payment 
indicator  “F4”  would  be  changed  from 
“Corneal  tissue  acquisition;  paid  at 
reasonable  cost”  to  “Corneal  tissue 
acquisition,  hepatitis  B  vaccine;  paid  at 
reasonable  cost”  for  CY  2009.  The 
revised  definition  was  displayed  in 
Addendum  DDl  to  the  CY  2009  OPPS/ 
ASC  proposed  rule. 

We  did  not  receive  any  public 
comments  that  addressed  our  proposal 
related  to  implementation  of  a  revised 
definition  for  payment  indicator  “F4”. 
We  are  finalizing  our  proposal,  without 
modification,  to  adopt  the  payment 
indicators  as  defined  in  Addendum  DDl 
to  this  final  rule  with  comment  period. 

I.  Calcidation  of  the  ASC  Conversion 
Factor  and  ASC  Payment  Rates 

1.  Background 

In  the  August  2,  2007  final  rule,  we 
made  final  our  proposal  to  base  ASC 
relative  payment  weights  and  payment 
rates  under  the  revised  ASC  payment 
system  on  APC  groups  and  relative 
payment  weights  (72  FR  42493). 
Consistent  with  that  policy  and  the 
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requirement  at  section  1833(i)(2)(D)(ii) 
of  the  Act  that  the  revised  payment 
system  he  implemented  so  that  it  would 
he  budget  neutral,  the  initial  ASC 
conversion  factor  (CY  2008)  was 
calculated  so  that  estimated  total 
Medicare  payments  under  the  revised 
ASC  payment  system  in  the  first  year 
would  be  budget  neutral  to  estimated 
total  Medicare  payments  under  the 
existing  (CY  2007)  ASC  payment 
system.  That  is,  application  of  the  ASC 
conversion  factor  was  designed  to  result 
in  aggregate  expenditures  under  the 
revised  ASC  payment  system  in  CY 
2008  equal  to  aggregate  expenditures 
that  would  have  occurred  in  CY  2008  in 
the  absence  of  the  revised  system,  taking 
into  consideration  the  cap  on  payments 
in  CY  2007  as  required  under  section 
1833(i)(2)(E)  of  the  Act  (72  FR  42521 
through  42522). 

We  note  that  we  consider  the  term 
“expenditures”  in  the  context  of  the 
budget  neutrality  requirement  under 
section  1833(i)(2)(D)(ii)  of  the  Act  to 
mean  expenditures  from  the  Medicare 
Part  B  Trust  Fund.  We  do  not  consider 
expenditures  to  include  beneficiary 
coinsurance  and  copayments.  This 
distinction  was  important  for  the  CY 
2008  ASC  budget  neutrality  model  that 
considered  payments  across  hospital 
outpatient,  ASC,  and  MPFS  payment 
systems.  However,  because  coinsurance 
is  almost  always  20  percent  for  ASC 
services,  this  interpretation  of 
expenditures  has  minimal  impact  for 
subsequent  budget  neutrality 
adjustments  calculated  within  the 
revised  ASC  payment  system. 

In  the  CY  2008  OPPSMSC  final  rule 
with  comment  period  (72  FR  66857 
through  66858),  we  set  out  a  step-by- 
step  illustration  of  the  final  budget 
neutrality  adjustment  calculation  based 
on  the  methodology  finalized  in  the 
August  2,  2007  final  rule  (72  FR  42521 
through  42531)  and  as  applied  to 
updated  data  available  for  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  The  application  of  that 
methodology  to  the  data  available  for 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  resulted  in  a  budget 
neutrality  adjustment  of  0.65. 

For  CY  2008,  we  adopted  the  OPPS 
relative  payment  weights  for  most 
services  as  the  ASC  relative  payment 
weights  and,  consistent  with  the  final 
policy,  we  calculated  the  CY  2008  ASC 
payment  rates  by  multiplying  the  ASC 
relative  payment  weights  by  the  CY 
2008  ASC  conversion  factor  of  $41,401. 
For  covered  office-based  surgical 
procedures  and  covered  ancillary 
radiology  services,  the  final  policy  is  to 
set  the  relative  payment  weights  so  that 
the  national  unadjusted  ASC  payment 


rate  does  not  exceed  the  MPFS 
unadjusted  nonfacility  PE  RVU  amount. 
Further,  as  discussed  in  section  XV.  of 
the  CY  2009  OPPS/ASC  proposed  rule, 
in  addition  to  the  standard  payment 
methodology,  we  also  adopted  several 
other  alternative  payment  methods  for 
specific  types  of  services  (for  example, 
device-intensive  procedures)  (73  FR 
41523  through  41539). 

Beginning  in  CY  2008,  Medicare 
accounts  for  geographic  wage  variation 
in  labor  cost  when  calculating 
individual  ASC  payments  by  applying 
the  pre-floor  and  pre-reclassified 
hospital  wage  index  values  that  CMS 
calculates  for  payment,  using  updated 
Core  Based  Statistical  Areas  (CBSAs) 
issued  by  the  Office  of  Management  and 
Budget  in  June  2003.  The 
reclassification  provision  provided  at 
section  1886(d)(10)  of  the  Act  is  specific 
to  hospitals.  We  believe  the  use  of  the 
most  recent  available  raw  pre-floor  and 
pre-reclassified  hospital  wage  index 
results  in  the  most  appropriate 
adjustment  to  the  labor  portion  of  ASC 
costs.  In  addition,  use  of  the  unadjusted 
hospital  wage  data  avoids  further 
reductions  in  certain  rural  statewide 
wage  index  values  that  result  from 
reclassification.  We  continue  to  believe 
that  the  unadjusted  hospital  wage  index, 
which  is  updated  yearly  and  is  used  by 
many  other  Medicare  payment  systems, 
appropriately  accounts  for  geographic 
variances  in  labor  costs  for  ASCs. 

As  discussed  in  the  August  2,  2007 
revised  ASC  payment  system  final  rule 
(72  FR  42518),  the  revised  ASC  payment 
system  accounts  for  geographic  wage 
variation  when  calculating  individual 
ASC  payments  by  applying  the  pre-floor 
and  pre-reclassified  hospital  wage  index 
to  the  labor-related  portion,  which  is  50 
percent  of  the  ASC  payment  amount. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  we  noted  that  as  part  of  our  review 
of  the  hospital  wage  index,  in 
accordance  with  section  106(b)(2)  of  the 
MIEA-TRHCA,  CMS  has  initiated  a 
research  contract  that  will  include 
analysis  and  recommendations  on 
alternatives  to  the  current  method  for 
computing  the  IPPS  wage  index  for  FY 
2009.  We  received  an  interim  report  on 
this  analysis  in  August  2008  that  is 
available  on  the  Web  site  at  http:// 
www.acumenllc.com/reports/cms/ 
RevisedlmpactAnalysisfor2009Final 
Rule^pdf.  We  anticipate  a  final  report  in 
the  winter  of  2009.  While  the  majority 
of  that  final  report  will  address  the 
impact  of  changes  on  the  IPPS  wage 
index,  report  recommendations  should 
provide  some  information  about  how 
proposals  to  refine  the  IPPS  wage  index, 
including  modification  or  elimination  of 
the  reclassification  process  and 


adoption  of  Bureau  of  Labor  Statistics 
data,  may  result  in  a  riiore  appropriate 
wage  index  for  non-IPPS  providers  (73 
FR  48564). 

2.  Policy  Regarding  Calculation  of  the 
ASC  Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2009  and  Future  YecU’s 

We  update  the  ASC  relative  payment 
weights  in  the  revised  ASC  payment 
system  each  year  using  the  national 
OPPS  relative  payment  weights  (and 
MPFS  nonfacility  PE  RVU  amounts,  as 
applicable)  for  that  same  calendar  year 
and  uniformly  scale  the  ASC  relative 
payment  weights  for  each  update  year  to 
make  them  budget  neutral  (72  FR  42531 
through  42532).  Consistent  with  our 
established  policy,  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41538), 
we  proposed  to  scale  the  CY  2009 
relative  payment  weights  for  ASCs 
according  to  the  following  method. 
Holding  ASC  utilization  and  the  mix  of 
services  constant  from  CY  2007,  for  CY 
2009,  we  would  compare  the  total 
payment  weight  using  the  CY  2008  ASC 
relative  payment  weights  under  the  75/ 
25  blend  (of  the  CY  2007  payment  rate 
and  the  revised  ASC  payment  rate)  with 
the  total  payment  weight  using  the  CY 
2009  ASC  relative  payment  weights 
under  the  50/50  blend  (of  the  CY  2007 
ASC  payment  rate  and  the  revised  ASC 
payment  rate)  to  take  into  account  the 
changes  in  the  OPPS  relative  payment 
weights  between  CY  2008  and  CY  2009. 
We  would  use  the  ratio  of  CY  2008  to 
CY  2009  total  payment  weight  (the 
weight  scaler)  to  scale  the  ASC  relative 
payment  weights  for  CY  2009.  The 
proposed  CY  2009  ASC  scaler  was 
0.9753  and  scaling  of  ASC  relative 
payment  weights  would  apply  to 
covered  surgical  procedures  and 
covered  ancillary  radiology  services 
whose  ASC  payment  rates  are  based  on 
OPPS  relative  payment  weights. 

Scaling  would  not  apply  in  the  case 
of  ASC  payment  for  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount  (that  is,  their  national  ASC 
payment  amounts  are  not  based  on 
OPPS  relative  payment  weights),  such 
as  drugs  and  biologicals  that  are 
separately  paid  under  the  OPPS  or 
services  that  are  contractor-priced  or 
paid  at  reasonable  cost  in  ASCs.  Any 
service  with  a  predetermined  national 
payment  amount  would  be  included  in 
the  ASC  budget  neutrality  comparison, 
but  scaling  of  the  ASC  relative  payment 
weights  would  not  apply  to  those 
services.  The  ASC  payment  weights  for 
those  services  without  predetermined 
national  payment  amounts  (that  is. 
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those  services  with  national  payment 
amounts  that  would  be  based  on  OPPS 
relative  payment  weights  if  a  payment 
limitation  did  not  apply)  would  be 
scaled  to  eliminate  any  difference  in  the 
total  payment  weight  between  the 
current  year  and  the  update  year. 

The  proposed  weight  scaler  used  to 
model  ASC  fully  implemented  rates  in 
order  to  reflect  our  estimate  of  rates  if 
there  was  no  transition  for  CY  2009  was 
equal  to  0.9412.  This  scaler  was  applied 
to  all  payment  weights  subject  to 
scaling,  in  order  to  estimate  the  fully 
implemented  payment  rates  for  CY  2009 
without  the  transition,  for  purposes  of 
the  ASC  impact  analysis  discussed  in 
section  XXI.C.  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41562). 

For  any  given  year’s  ratesetting,  we 
typically  use  the  most  recent  full 
calendar  year  of  claims  data  to  model 
budget  neutrality  adjustments.  When  we 
developed  the  CY  2009  OPPS/ASC 
proposed  rule,  we  had  available  95 
percent  of  CY  2007  ASC  claims  data. 
These  claims  did  not  include  new 
covered  surgical  procedures  and 
covered  ancillary  services  under  the 
revised  ASC  payment  system  that  were 
first  payable  in  ASCs  in  CY  2008  and 
only  contained  data  for  ASC  services 
billed  in  CY  2007  that  were  eligible  to 
receive  payment  under  the  previous 
ASC  payment  system.  We  did  not  have 
sufficiently  robust  CY  2008  ASC  claims 
data  upon  which  to  base  the  CY  2009 
ASC  payment  system  update.  Therefore, 
for  CY  2009  budget  neutrality 
adjustments,  we  assumed  that  there 
would  be  no  significant  change  in  the 
weight  scaler  or  wage  adjustment 
attributable  to  new  covered  surgical  and 
covered  ancillary  services. 

To  create  an  analytic  file  to  support 
calculation  of  the  weight  scaler  and 
budget  neutrality  adjustment  for  the 
wage  index  (discussed  below),  we 
summarized  available  CY  2007  ASC 
claims  by  provider  and  by  HCPCS  code. 
We  created  a  unique  supplier  identifier 
solely  for  the  purpose  of  identifying 
unique  providers  within  the  CY  2007 
claims  data.  We  used  the  provider  zip 
code  reported  on  the  claim  to  associate 
state,  county,  and  CBSA  with  each  ASC. 
This  file,  available  to  the  public  as  a 
supporting  data  file  for  the  CY  2009 
OPPS/ASC  proposed  rule,  is  posted  on 
the  CMS  Web  site  at:  http:// 
xvww.cms.hhs.gov/ASCPayment/ 

0 1  jOverview.  asp#  TopOfPage. 

Comment:  Many  commenters  opposed 
scaling  the  ASC  relative  payment 
weights,  expressing  similar  opinions  to 
those  public  comments  that  were 
summarized  when  CMS  finalized  the 
CY  2009  scaling  policy  in  the  August  2, 
2007  revised  ASC  payment  system  final 


rule.  These  commenters  expressed  many 
concerns,  including  that  scaling  is 
inappropriate  and  will  continue  to 
erode  the  relationship  between  the  ASC 
payment  system  and  the  OPPS. 

Numerous  commenters  asserted  that 
CMS  is  not  required  to  scale  the  ASC 
relative  weights  and  that  it  should  use 
its  administrative  authority  and  not 
apply  the  “secondary”  scaler  to  ASC 
relative  weights  in  CY  2009.  They  noted 
that  CMS  established  at  §  416.171(e)(2) 
a  process  by  which  it  may  (emphasis 
added)  make  annual  adjustment  to  the 
relative  payment  weights,  as  needed 
(emphasis  added). 

Most  commenters  believed  that  the 
scaling  would  result  in  decreased  ASC 
expenditures  in  CY  2009.  On  the  other 
hand,  some  commenters  contended  that 
suspending  application  of  the  scaler 
would  result  in  an  aggregate  increase  in 
spending  in  the  ASC  setting  in  CY  2009, 
although  the  commenters  believed  this 
increase  in  spending  would  be 
appropriate.  In  addition,  many  of  the 
commenters  indicated  that  the  fact  that 
the  weights  are  already  scaled  to  ensure 
budget  neutrality  under  the  OPPS 
means  that  they  should  not  be  scaled 
(“secondary  rescaling”)  to  ensure 
budget  neutrality  under  the  ASC  system. 

Many  commenters  expressed  concern 
that  other  payment  adjustments  are 
already  depressing  the  ASC  payments 
for  many  procedures,  including  the 
freeze  on  the  ASC  payment  update  and 
the  transition  policy  and  that  scaling 
further  reduces  rates  to  inappropriately 
low  levels.  Further,  the  commenters 
stated  that  scaling  has  a 
disproportionate  impact  on  some  types 
of  covered  surgical  procedures  and  that 
the  differences  in  the  mix  of  services 
between  the  OPPS  (where  lower  cost 
primary  care  and  diagnostic  services  are 
included  in  relative  weight  scaling)  and 
ASCs,  as  well  as  the  “secondary 
rescaling”  of  the  relative  weights  for 
ASC  procedures  effectively  resulted  in 
penalizing  ASCs  for  performing  only 
surgical  procedures. 

TTie  commenters  also  expressed  their 
belief  that  the  lack  of  ASC  volume  data 
for  40  percent  of  the  covered  surgical 
procedures  raises  substantial 
methodological  issues.  They  stated  that 
perhaps  CMS  should  put  off  scaling  the 
ASC  weights  until  there  are  ASC  data 
that  reflect  actual  experience  under  the 
revised  payment  system. 

Finally,  the  commenters  asserted  that 
the  scaling  would  lead  to  access  to  care 
problems  for  Medicare  beneficiaries. 

Response:  Many  of  these  comments 
are  similar  to  public  comments  on  the 
proposal  for  the  revised  ASC  payment 
system  that  we  responded  to  in  the 
August  2,  2007  revised  ASC  payment 


system  final  rule.  For  example,  we 
noted  in  that  August  2,  2b07  final  rule 
that  commenters  “were  concerned  that 
annual  rescaling  would  cause 
divergence  of  the  relative  weights 
between  the  OPPS  and  the  revised  ASC 
payment  system  for  individual 
procedures.”  (72  FR  42532)  While  we 
continue  to  appreciate  the  commenters’ 
concerns,  we  refer  the  commenters  to 
the  discussion  in  the  August  2,  2007 
revised  ASC  payment  system  final  rule 
for  our  detailed  response  in 
promulgating  the  final  CY  2009  scaling 
policy  (72  FR  42531  through  42533). 
Below,  we  address  new  issues  raised  by 
the  commenters  and  provide  a  general 
summary  of  some  of  the  relevant 
responses  from  the  August  2,  2007  final 
rule. 

With  respect  to  the  use  of  “as  needed” 
in  the  text  of  §  416.171(e)(2),  we  note 
that  this  section  says  “*  *  *'  CMS 
adjusts  the  ASC  relative  payment 
weights  under  416.167(b)(2)  as  needed 
so  that  any  updates  and  adjustments 
made  under  419.50(a)  of  this  subchapfer 
are  budget  neutral  as  estimated  by 
CMS.”  This  does  not  mean  that  CMS 
will  determine  whether  or  not  to  adjust 
for  budget  neutrality.  Rather,  it  means 
that  CMS  adjusts  the  relative  payment 
weights  as  needed  to  ensure  budget 
neutrality.  If  we  were  not  to  scale  the 
ASC  relative  payment  weights,  we 
estimate  that  the  CY  2009  updates  and 
adjustments  would  not  be  budget 
neutral.  This  result  would  be  counter  to 
the  rationale  for  the  scaling  policy 
described  in  the  August  2,  2007  revised 
ASC  payment  system  final  rule  (72  FR 
42532). 

We  agree  with  the  commenters  who 
indicated  that  suspending  application  of 
the  scaler  would  result  in  an  aggregate 
increase  in  spending  in  the  ASC  setting 
in  CY  2009.  However,  we  disagree  with 
the  commenters  that  this  increase  in 
spending  would  be  appropriate  because, 
as  we  discussed  in  the  August  2,  2007 
revised  ASC  payment  system  final  rule, 
we  continue  to  believe  that  it  is 
inappropriate  for  ASC  expenditures  to 
increase  or  decrease  as  a  result  of 
changes  in  the  relative  payment  weights 
or  the  wage  index.  Changes  in  aggregate 
ASC  expenditures  related  to  payment 
rates  should  be  determined  by  the 
update  to  the  ASC  conversion  factor. 
Specifically,  we  stated  that,  “Rescaling 
of  relative  weights  or  the  application  of 
a  budget  neutrality  adjustment  is  a 
common  feature  of  Medicare  payment 
systems,  designed  to  ensure  that 
estimated  aggregate  payments  under  a 
payment  system  for  an  upcoming  year 
would  be  neither  greater  nor  less  than 
the  aggregate  payments  that  would  be 
made  in  the  prior  year,  taking  into 
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consideration  any  changes  or 
recalibrations  for  the  upcoming  year. 

*  *  *  We  continue  to  believe  that  this 
principle  should  apply  as  well  in  the 
revised  ASC  payment  system.”  (72  FR 
42532) 

The  ASC  weight  scaling  methodology 
is  entirely  consistent  with  the  OPPS 
methodology  for  scaling  the  relative 
payment  weights.  Establishing  budget 
neutrality  under  the  OPPS  does  not 
result  in  budget  neutrality  under  the 
revised  ASC  payment  system.  Scaling 
the  ASC  relative  payment  weights  is  not 
a  “secondary  rescaling”  of  the  OPPS 
relative  payment  weights:  there  are  two 
separate  processes  for  the  two  separate 
payment  systems. 

In  order  to  maintain  budget  neutrality 
of  the  ASC  payment  system,  CMS  needs 
to  adjust  for  the  effects  of  wage  index 
changes  and  relative  weight  changes 
even  though  there  are  other  factors 
affecting  ASC  payment  rates.  However, 
the  use  of  a  uniform  scaling  factor  does 
not  alter  the  relativity  of  the  OPPS 
payment  weights  as  used  in  the  ASC 
payment  system.  Differences  in  the 
relativity  between  the  ASC  relative 
payment  weights  and  the  OPPS  relative 
payment  weights  are  not  driven  by  the 
application  of  the  uniform  scaling 
factor.  To  the  extent  that  commenters 
objected  to  the  effects  of  other  payment 
policies  of  the  revised  ASC  payment 
system,  the  uniform  scaling  factor  is  not 
the  driver  of  the  effects  of  those 
payment  policies.  Our  ASC  weight 
scaling  methodology  is  entirely 
consistent  with  the  OPPS  weight  scaling 
methodology. 

Regarding  commenters’  concern  that 
scaling  has  a  disproportionate  effect  on 
some  types  of  covered  surgical 
procedures,  we  note  that,  as  explained 
in  the  August  2,  2007  revised  ASC 
payment  system  final  rule  (72  FR 
42542),  a  major  effect  of  the  revised  ASC 
payment  system  is  redistribution  of 
payments  across  all  ASC  procedures. 
Historically,  the  highest  volume  ASC 
procedures  had  payment  rates  that  were 
close  to  the  payments  in  HOPDs  and,  as 
such,  accounted  for  most  of  the  total 
Medicare  payments  to  ASCs.  As  a  result, 
payments  for  many  of  those  high 
volume  services  are  the  most  adversely 
affected  under  the  revised  payment 
system  as  the  relative  weights  across  all 
ASC  procedures  become  more  closely 
aligned  with  those  under  the  OPPS. 

With  respect  to  the  use  of  CY  2007 
ASC  claims  data,  we  typically  use  the 
most  recent  full  calendar  year  of  claims 
data  to  model  budget  neutrality 
adjustments.  For  CY  2009,  the  most 
recent  full  year  of  data  available  is  CY 
2007  ASC  claims  data.  On  the  other 
hand,  we  recognize  that  partial  2008 


ASC  claims  data  do  contain  at  least 
some  utilization  for  the  new  covered 
surgical  procedures  and  covered 
ancillary  services  under  the  revised  ASC 
payment  system.  We  considered  trying 
to  use  CY  2008  ASC  data  in  developing 
the  CY  2009  OPPS/ ASC  proposed  rule 
and,  on  balance,  concluded  that  given 
the  newness  of  the  revised  ASC 
payment  system,  we  continue  to  believe 
that  it  is  more  appropriate  to  use  full  CY 
2007  data  in  the  development  of  the  CY 
2009  ASC  payment  rates,  rather  than 
incomplete  CY  2008  claims  data.  We 
expect  to  use  the  full,  complete  CY  2008 
claims  data  in  the  development  of  the 
CY  2010  ASC  payment  rates. 

We  do  not  believe  that  the  application 
of  the  scaler  will  lead  to  beneficiary 
access  problems.  We  believe  that  the 
fully  implemented  relative  weights  will 
be  representative  of  relative  costs  across 
all  ASC  services  and  that  payments  will 
support  the  continued  provision  of  high 
quality  surgical  procedures  to  Medicare 
beneficiaries.  We  also  expect  that  over 
time  ASCs  will  provide  an  increased 
breadth  of  services.  However, 
appropriate  beneficiary  access  to 
services  in  appropriate  care  settings  is 
always  an  important  concern  and  we 
will  continue  to  monitor  access  under 
the  revised  ASC  payment  system. 

Comment:  Commenters  also  criticized 
the  relative  weight  scaler  and 
transitional  payment  methodologies  for 
resulting  in  relatively  larger  ASC 
payment  decreases  for  the  highest 
volume  ASC  procedures  than  for  other 
ASC  procedures.  They  estimated  that 
payment  decreases  for  the  seven  highest 
volume  ASC  procedures  are  responsible 
for  financing  50  percent  of  the  payment 
increases  for  other  procedures  that  have 
payment  rates  that  have  historically 
lagged  far  below  the  OPPS  rates.  They 
asserted  that  this  represented  a 
disproportionate  and  inappropriate 
effect  on  the  highest  volume  ASC 
services.  They  argued  that  it  was  not  fair 
for  CMS  to  attempt  to  balance  budget 
neutrality  for  the  revised  ASC  payment 
system  on  reduced  payment  for  only  a 
few  ASC  services. 

Response:  The  GAO  found  that  OPPS 
relative  payment  weights  were  reflective 
of  the  relative  costs  among  the  same 
procedures  in  ASCs.  As  we  explained  in 
the  August  2,  2007  revised  ASC 
payment  system  final  rule  (72  FR 
42542),  a  major  effect  of  the  use  of  the 
OPPS  relativity  in  the  revised  ASC 
payment  system  is  a  redistribution  of 
payments  across  all  ASC  procedures. 

We  noted  that  many  procedures  for 
which  the  relativity  under  the  OPPS 
was  higher  than  the  relativity  under  the 
old  ASC  payment  system  would 
experience  significant  payment 


increases  as  payments  under  the  revised 
ASC  payment  system  would  be  made 
based  on  the  relativity  found  under  the 
OPPS.  Many  of  those  procedures  were 
historically  lower  volume  ASC  services. 
Conversely,  however,  procedures  for 
which  the  relativity  under  the  old  ASC 
payment  system  was  higher  than  the 
relativity  under  the  OPPS,  like  many  of 
the  high  volume  ASC  procedures 
mentioned  by  the  commenters,  would 
see  payment  decreases  under  the 
revised  ASC  payment  system.  As 
described  in  the  August  2,  2007  revised 
ASC  payment  system  final  rule,  we  are 
transitioning  these  payment  changes 
over  4  years  to  allow  time  for  ASCs  to 
adjust  to  the  new  payment  structure  (72 
FR  42521). 

As  stated  earlier,  the  use  of  a  uniform 
scaling  factor  does  not  alter  the 
relativity  of  the  OPPS  payment  weights 
as  used  in  the  ASC  payment  system. 
Differences  in  the  relativity  between  the 
ASC  relative  payment  weights  and  the 
OPPS  relative  payment  weights  are  not 
driven  by  application  of  the  uniform 
scaling  factor.  For  a  further  discussion 
of  the  transition  policy  and  the  effect  of 
scaling  on  the  relativity  of  the  ASC 
payment  weights,  we  refer  readers  to  the 
August  2,  2007  revised  ASC  payment 
system  final  rule  (72  FR  42519  through 
42521  and  42531  through  42533). 

Comment:  A  number  of  commenters 
requested  that  CMS  recalculate  the 
payment  rate  for  CPT  code  66984 
(Extracapsular  cataract  removal  with 
insertion  of  intraocular  lens  prosthesis 
(one  stage  procedure),  manual  or 
mechanical  technique  (e.g.,  irrigation 
and  aspiration  or  phacoemulsification), 
the  highest  volume  ASC  procedure. 
Some  commenters  stated  that  they  could 
not  calculate  the  payment  amount  that 
CMS  published  as  the  national 
unadjusted  rate  in  the  CY  2009  OPPS/ 
ASC  proposed  rule.  Other  commenters 
noted  that  the  ASC  payment  rate  for 
CPT  code  66984  should  have  increased 
slightly  for  CY  2009  because  the  OPPS 
rate  increased.  They  argued  that  if  the 
payment  system  was  functioning  as  it 
was  described  in  the  August  2,  2007 
revised  ASC  payment  system  final  rule, 
the  CY  2009  payment  for  CPT  code 
66984  should  have  increased  by  $1.13, 
but  instead,  due  to  rescaling,  the 
proposed  CY  2009  ASC  payment  for  the 
procedure  decreased. 

Other  commenters  understood  the 
method  for  calculation  and  indicated 
their  belief  that  CMS  should  not  apply 
the  scaler  to  the  CY  2007-based  portion 
of  the  CY  2009  payment  rate  for  this  or 
other  HCPCS  codes  subject  to  the 
transition.  They  noted  that,  in  the 
August  2,  2007  revised  ASC  payment 
system  final  rule,  the  final  policy  called 
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for  a  CY  2009  transitional  blend  of  50 
percent  of  the  CY  2007  payment  rate  for 
a  covered  surgical  procedure  on  the  CY 

2007  ASC  list  of  covered  surgical 
procedures  and  50  percent  of  the  CY 
2009  payment  rate  for  the  procedure 
calculated  under  the  ASC  standard 
methodology.  Thus,  these  commenters 
believed  that  CMS’  scaling  of  the  entire 
blended  CY  2009  ASC  payment  weight 
was  not  appropriate  because  this 
methodology  decreased  the  CY  2007 
payment  amount  contributing  to  the 
procedure’s  lower  CY  2009  proposed 
transitional  ASC  payment  rate. 

Response:  To  calculate  the 
transitional  rate  for  CY  2009  for  CPT 
code  66984,  the  CY  2007  payment  rate 
portion  of  the  blended  rate  must  be 
adjusted  by  the  relative  weight  scaling 
factor.  The  commmenters  who  could  not 
calculate  a  CY  2009  payment  rate  for 
CPT  code  66984  that  matched  the  rate 
included  in  the  CY  2009  OPPS/ASC 
proposed  rule  likely  did  not  scale  the 
ASC  transitional  payment  weight 
associated  with  the  blended  CY  2009 
payment  rate  for  CPT  code  66984. 

The  issue  of  the  inclusion  of  the 
transition  in  the  calculation  of  the  CY 
2009  scaling  factor  was  clearly 
addressed  in  the  August  2,  2007  revised 
ASC  payment  system  final  rule  where 
we  specifically  indicated  that  “holding 
ASC  utilization  and  the  mix  of  services 
constant,  for  CY  2009,  we  will  compare 
the  total  weight  using  the  CY  2008  ASC 
relative  payment  weights  under  the  75/ 
25'blend  (of  the  CY  2007  payment  rate 
and  the  revised  payment  rate)  with  the 
total  weight  using  CY  2009  relative 
payment  weights  under  the  50/50  blend 
(of  the  CY  2007  payment  rate  and  the 
revised  payment  rate),  taking  into 
account  the  changes  in  the  OPPS 
relative  payment  weights  between  CY 

2008  and  CY  2009.  We  will  use  the  ratio 
of  CY  2008  to  CY  2009  total  weight  to 
scale  the  ASC  relative  payment  weights 
for  CY  2009.’’  (72  FR  42533) 

In  addition  to  explicitly  stating  in  the 
August  2,  2007  revised  ASC  payment 
system  final  rule  how  we  would 
incorporate  the  transition  into  the  CY' 

2009  scaling  calculation,  we  indicated 
in  the  methodology  describing  our 
calculation  of  the  final  estimated  CY 
2008  budget  neutrality  adjustment  that 
“the  budget  neutrality  calculation  is 
calibrated  to  take  into  account  the  CY 
2008  transitional  payment  rates  for 
procedures  on  the  CY  2007  list  of 
covered  surgical  procedures.’’  (72  FR 
42531)  In  other  words,  the  CY  2008 
budget  neutrality  adjustment  took  into 
account  the  transition  and  was  not 
based  on  the  fully  implemented  system. 

It  would  be  inconsistent  with  the  final 
policies  established  in  the  August  2, 


2007  revised  ASC  payment  system  final 
rule  and  the  calculation  of  the  CY  2008 
ASC  conversion  factor  for  us  to 
calculate  the  CY  2009  budget  neutrality 
adjustment  without  taking  the  transition 
into  account  and  base  it  only  on  the 
fully  implemented  system,  as  was 
suggested  by  some  commenters. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing, 
without  modification,  our  CY  2009  ASC 
relative  payment  weight  scaling 
methodology.  The  final  CY  2009  ASC 
payment  weight  scaler  is  0.9751. 

b.  Updating  the  ASC  Conversion  Factor 

Under  the  OPPS,  we  typically  apply 
a  budget  neutrality  adjustment  for 
provider-level  changes,  most  notably  a 
change  in  the  wage  index  for  the 
upcoming  year,  to  the  conversion  factor. 
For  the  CY  2009  ASC  payment  system, 
we  proposed  to  calculate  and  apply  the 
pre-floor  and  pre-reclassified  hospital 
wage  index  that  is  used  for  ASC 
payment  adjustment  to  the  ASC 
conversion  factor,  just  as  the  OPPS  wage 
index  adjustment  is  calculated  and 
applied  to  the  OPPS  conversion  factor 
(73  FR  41539).  For  CY  2009,  we 
calculated  this  proposed  adjustment  for 
the  revised  ASC  payment  system  by 
using  the  most  recent  CY  2007  claims 
data  available  and  estimating  the 
difference  in  total  payment  that  would 
be  created  by  introducing  tbe  CY  2009 
pre-floor  and  pre-reclassified  hospital 
wage  index.  Specifically,  holding  CY 

2007  ASC  utilization  and  service-mix 
and  CY  2009  national  payment  rates 
after  application  of  the  weight  scaler 
constant,  we  calculated  the  total 
adjusted  pdyment  using  the  CY  2008 
pre-floor  and  pre-reclassified  hospital 
wage  index  and  a  total  adjusted 
payment  using  the  proposed  CY  2009 
pre-floor  and  pre-reclassified  hospital 
wage  index.  We  used  the  50-percent 
labor-related  share  that  we  finalized  for 
the  revised  ASC  payment  system  in  CY 

2008  for  both  total  adjusted  payment 
calculations.  We  then  compared  the 
total  adjusted  payment  calculated  with 
the  CY  2008  pre-floor  and  pre- 
reclassified  hospital  wage  index  to  the 
total  adjusted  payment  calculated  with 
the  proposed  CY'  2009  pre-floor  and  pre- 
reclassified  hospital  wage  index  and 
applied  the  proposed  rule  resulting  ratio 
of  0.9996  (the  ASC  wage  index  budget 
neutrality  adjustment)  to  the  CY  2008 
ASC  conversion  factor  to  calculate  the 
proposed  CY  2009  ASC  conversion 
factor. 

Section  1833(i)(2)(C)  of  the  Act 
requires  that,  if  the  Secreteu’y  has  not 
updated  the  ASC  payment  amounts  in  a 
calendar  year  after  CY  2009,  the 
payment  amounts  shall  be  increased  by 


the  percentage  increase  in  the  Consumer 
Price  Index  for  All  Urban  Consumer 
(CPI-U)  as  estimated  by  the  Secretary 
for  the  12-month  period  ending  with  the 
midpoint  of  the  year  involved. 

Therefore,  as  discussed  in  the  August  2, 
2007  revised  ASC  payment  system  final 
rule,  we  adopted  a  final  policy  to  update 
the  ASC  conversion  factor  using  the 
CPI-U  in  order  to  adjust  ASC  payment 
rates  for  inflation  (72  FR  42518  through 
42519).  We  will  implement  the  annual 
updates  through  an  adjustment  to  the 
conversion  factor  under  the  revised  ASC 
payment  system  beginning  in  CY  2010 
when  the  statutory  requirement  for  a 
zero  update  no  longer  applies. 

Therefore,  for  CY  2009,  we  only 
proposed  to  update  the  ASC  conversion 
factor  with  the  budget  neutrality 
adjustment  due  to  the  revised  CY  2009 
pre-floor  and  pre-reclassified  hospital 
wage  index,  resulting  in  a  proposed  CY' 
2009  ASC  conversion  factor  of  $41,384, 
which  was  the  product  of  $41,401 
multiplied  by  0.9996. 

Comment:  One  commenter  questioned 
CMS’  determination  of  the  CY  2008 
wage  index  as  finalized  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  The  commenter  inquired  as  to 
how  local  wage  index  assignments  were 
determined  and,  more  specifically,  how 
a  facility  was  determined  to  be  rural. 

Response:  In  June  2003,  the  Office  of 
Management  and  Budget  (OMB) 
announced  revised  standards  for 
designating  the  geographic  statistical 
areas  that  CMS  uses  to  defijie  labor 
market  areas  for  purposes  of  assigning 
the  wage  index.  Specifically,  the  OMB 
announced  that  labor  market  areas 
would  no  longer  be  defined  as 
Metropolitan  Statistical  areas  (MSAs), 
but  instead  as  Core  Based  Statistical 
Areas  (CBSA).  OMB  further  divided 
these  CBSAs  into  metropolitan 
statistical  areas  and  micropolitan 
statistical  areas,  which,  in  accordance 
with  established  policy,  CMS  treats  as 
urban  and  rural,  respectively  (69  FR 
49026  through  49034).  Areas  not  located 
in  any  CBSA  also  are  considered  rural. 

Since  June  2003,  CMS  has 
transitioned  from  MSA  designations  to 
the  CBSA  designations.  As  a  result  of 
this  change,  some  facilities  that  were 
previously  located  in  urban  areas  might 
now  be  located  in  areas  deemed  as  rural 
under  the  revised  standards.  The  same 
would  also  apply  to  facilities  that  were 
previously  located  in  rural  areas  and  are 
now  located  in  urban  areas.  In  the 
August  2,  2007  revised  ASC  payment 
system  final  rule  (72  FR  42517  through 
42518),  we  finalized  the  policy  of 
assigning  the  wage  index  to  ASCs  based 
on  their  CBSA  designation,  instead  of 
MSAs,  under  the  revised  ASC  payment 
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system.  Therefore,  the  wage  index  that 
is  assigned  to  an  ASC  is  based  on  the 
CBSA  in  which  the  facility  is  physically 
located.  The  OMB  periodically  updates 
the  CBSA  designations  using  census 
data,  and  we  reflect  those  updates  in 
assignment  of  the  wage  index  each  year. 
A  crosswalk  that  maps  the  prior  MSA 
labor  market  area  designations  to  the 
revised  CBSA  designations  is  available 
on  the  CMS  Web  site  and  can  be 
accessed  at:  http://www.cms.hhs.gov/ 
Acu  teln  patien  tPPS/WIFN. 

Comment:  Many  commenters 
requested  that  CMS  adopt  the  same 
wage  index  for  ASCs  as  CMS  uses  to 
adjust  payment  under  the  OPPS. 
Commenters  contended  that  because 
ASCs  offer  services  that  are  very  similar 
to  those  provided  in  HOPDs  and, 
therefore,  the  facilities  are  competing  for 
the  same  type  of  staff,  the  same  wage 
adjustments  should  apply. 

Response:  We  believe  that  the  pre¬ 
floor,  pre-reclassification  hospital  wage 
index  that  we  use  for  our  other  nonacute 
care  hospital  payment  systems  is 
appropriate  for  the  ASC  payment 
system.  However,  as  noted  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41538),  in  accordance  with  section 
106(b)(1)  of  the  MIEA-TRCHA,  CMS  has 
initiated  a  research  contract  that  will 
evaluate  the  application  of  the  hospital 
wage  index  in  noninpatient  settings.  We 
may  reconsider  our  wage  policies  in 
light  of  the  findings  from  that  study 
when  they  become  available. 

Comment:  Many  commenters 
contended  that  payment  for  services 
provided  in  ASCs  should  be  made  based 
on  a  fixed  percentage  of  the  OPPS  rates. 
Several  commenters  indicated  that  two 
bills  have  been  introduced  in  Congress 
to  set  and  keep  ASC  payment  rates  at  75 
percent  of  HOPD  payments.  These 
commenters  expressed  support  for  the 
legislation  and  their  belief  that  75 
percent  would  balance  Medicare’s  need 
for  savings  v/ith  an  ASC  payment  rate 
that  could  promote  growth  and 
development  of  ASCs  and  ultimately 
lead  to  greater  long-term  savings  for 
Medicare  as  procedures  shift  from  more 
costly  HOPDs.  These  commenters 
reiterated  their  belief  that  CMS’  method 
for  establishing  budget  neutrality  for  the 
revised  ASC  payment  system  was 
flawed  and  has  resulted  in  payments 
that  are  too  low  to  sustain  ASC  services  • 
for  Medicare  beneficiaries. 

Commenters  were  also  concerned  that 
updating  the  conversion  factor  for  the 
revised  ASC  payment  system  using  the 
CPI-U  instead  of  the  hospital  market 
basket  used  to  update  the  OPPS  would 
cause  divergence  in  the  relationship 
between  payment  to  HOPDs  and  ASCs 
over  time  that  would  not  be  based  on  ' 


growing  differences  between  the  costs  of 
providing  procedures  in  those  two 
different  settings.  The  commenters 
asserted  that  hospitals  and  ASCs 
experience  similar  inflationary 
pressures.  Therefore,  they 
recommended  that  CMS  use  the  hospital 
market  basket  as  the  update  for  inflation 
under  the  revised  ASC  payment  system 
because  that  update  would  more 
appropriately  reflect  inflation  in  the 
costs  of  providing  surgical  services.  In 
addition,  the  commenters  believed  that 
the  same  update  under  the  two  payment 
systems  would  allow  for  a  consistent 
relationship  between  their  payments  for 
the  same  surgical  procedures. 

Response:  Many  of  these  comments 
are  similar  to  comments  we  responded 
to  in  the  August  2,  2007  revised  ASC 
payment  system  final  rule.  For  example, 
we  noted  in  that  final  rule  that 
“[sjeveral  commenters  specifically 
recommended  that  CMS  adopt  75 
percent  as  the  multiplier  to  the  OPPS 
conversion  factor,  so  that  payment  rates 
under  the  revised  ASC  payment  system 
would  be  75  percent  of  the  OPPS  rates. 
They  cited  legislation  that  was 
introduced  in  the  U.S.  Senate  in  2003  in 
which  payments  to  ASCs  were  to  have 
been  provided  at  75  percent  of  the  OPPS 
rates.”  (72  FR  42526)  We  also  stated  in 
the  final  rule  (72  FR  42518)  that 
commenters  “expressed  concern  that 
the  use  of  two  different  factors  to  update 
payments  for  ASCs  and  HOPDs  would 
further  increase  the  discrepancies 
between  payments  in  the  two  settings.” 

While  we  continue  to  appreciate  tne 
commenters’  concerns,  to  the  extent  that 
the  commenters  are  addressing  the 
methodology  for  calculating  the  CY 

2008  conversion  factor,  we  refer  them  to 
the  discussion  of  the  methodology  in 
the  August  2,  2007  revised  ASC 
payment  system  final  rule  (72  FR  42521 
through  42531).  To  the  extent 
commenters  are  concerned  about  the  CY 

2009  update  to  the  conversion  factor, 
ASCs  are  not  eligible  for  an  update  in 
CY  2009,  as  required  by  statute.  Finally, 
to  the  extent  commenters  are  concerned 
about  updates  to  the  ASC  conversion 
factor  for  years  after  CY  2009,  we  note 
that  we  did  not  propose  to  change  the 
conversion  factor  update  methodology 
and  we  refer  readers  to  the  discussion 
in  the  August  2,  2007  revised  ASC 
payment  system  final  rule  on  this  issue 
(72  FR  42518  through  42519). 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposed  methodology  for 
determining  the  final  CY  2009  ASC 
conversion  factor.  Using  more  complete 
CY  2007  data  for  this  final  rule  with 
comment  period,  we  calculated  a  wage 
index  budget  neutrality  adjustment  of 


0.9998  for  this  final  rule  with  comment 
period.  The  final  ASC  conversion  factor 
of  $41,393  is  the  product  of  the  CY  2008 
conversion  factor  of  $41,401  multiplied 
by  0.9998. 

3.  Display  of  ASC  Payment  Rates 

Addenda  AA  and  BB  to  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  display  the  updated  ASC 
payment  rates  for  CY  2009  for  covered 
surgical  procedures  and  covered 
ancillary  services,  respectively.  These 
addenda  contain  several  types  of 
information  related  to  the  CY  2009 
payment  rates.  Specifically,  in 
Addendum  AA,  the  column  titled 
“Subject  to  Multiple  Procedure 
Discounting”  indicates  whether  a 
surgical  procedure  would  be  subject  to 
the  multiple  procedure  payment 
reduction  policy.  As  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66829  through 
66830),  most  covered  surgical 
procedures  are  subject  to  a  50-percent 
reduction  in  the  ASC  payment  for  the 
lower-paying  procedure  when  more 
than  one  procedure  is  performed  in  a 
single  operative  session.  Display  of  the 
comment  indicator  “CH”  in  the  column 
titled  “Comment  Indicator”  indicates  a 
change  in  payment  policy  for  the  item 
or  service  from  CY  2008  to  CY  2009, 
including  identifying  new  or 
discontinued  HCPCS  codes,  designating 
items  or  services  new  for  payment 
under  the  ASC  payment  system,  and 
identifying  items  or  services  with 
changes  in  the  ASC  payment  indicator 
for  CY  2009. 

The  column  titled  “CY  2009  Second 
Year  Transition  Payment  Weight”  is  the 
relative  transition  payment  weight  for 
the  service.  CY  2009  is  the  second  year 
of  a  4-year  transition  to  ASC  payment 
rates  calculated  according  to  the 
standard  methodology  of  the  revised 
ASC  payment  system.  The  CY  2009  ASC 
payment  rates  for  the  covered  surgical 
procedures  subject  to  transitional 
payment  (payment  indicators  “A2”  and 
“H8”  in  Addendum  AA)  are  based  on  a 
blend  of  50  percent  of  the  CY  2007  ASC 
payment  weight  for  the  procedure  and 
50  percent  of  the  CY  2009  fully 
implemented  ASC  weight  before  scaling 
for  budget  neutrality,  calculated 
according  to  the  standard  methodology. 
The  payment  weights  for  all  covered 
surgical  procedures  and  covered 
ancillary  services  whose  ASC  payment 
rates  are  based  on  OPPS  relative 
payment  weights  are  scaled  for  budget 
neutrality.  Thus,  scaling  was  not 
applied  for  the  device  portion  of  the 
device-intensive  procedures,  services 
that  are  paid  at  the  MPFS  nonfacility  PE 
RVU  amount,  separately  payable 
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covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount,  such  as  drugs  and  hiologicals 
that  are  separately  paid  under  the  OPPS 
or  services  that  are  contractor-priced  or 
paid  at  reasonable  cost  in  ASCs. 

To  derive  the  CY  2009  payment  rate 
displayed  in  the  “CY  2009  Second  Year 
Transition  Payment”  column,  each  ASC 
payment  weight  in  the  “CY  2009 
Second  Year  Transition  Payment 
Weight”  column  was  multiplied  by  the 
CY  2009  ASC  conversion  factor  of 
$41,393.  The  conversion  factor  includes 
a  budget  neutrality  adjustment  for 
changes  in  the  wage  index.  Items  and 
services  with  a  predetermined  national 
payment  amount,  such  as  separately 
payable  drugs  and  hiologicals  which  are 
displayed  in  Addendum  BB,  may  not 
show  a  relative  payment  weight.  The 
“CY  2009  Second  Year  Transition 
Payment”  column  displays  the  CY  2009 
national  unadjusted  ASC  payment  rates 
for  all  items  and  services.  The  CY  2009 
ASC  payment  rates  for  separately 
payable  drugs  and  hiologicals  are  based 
on  ASP  data  used  for  payment  in 
physicians’  offices  in  October  2008. 

Comment:  Several  commenters 
requested  that  CMS  display  in 
Addendum  AA  the  fully  implemented 
ASC  payment  rates.  They  stated  that  it 
would  be  helpful  to  them  to  see  what 
ASC  payment  rates  would  be  expected 
to  look  like  once  the  transitional  period 
is  over. 

Response:  The  fully  transitioned  ASC 
payment  rates  do  not  represent  what  the 
payment  rates  would  be  once  the 
transitional  period  is  over.  They 
represent  what  the  payment  rates  would 
be  in  CY  2009  in  the  absence  of  a 
transition.  However,  in  response  to 
these  requests  by  these  commenters,  we 
will  make  the  fully  transitioned  CY 
2009  ASC  payment  weights  available  on 
the  CMS  Web  site  at  http:// 
www.cms.hhs.gov/ASCPayment/  shortly 
after  the  publication  of  this  final  rule 
with  comment  period. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  CY  2009  proposal  to  display  the 
updated  CY  2009  ASC  payment  rates  for 
covered  surgical  procedures  and 
covered  ancillary  services  in  Addenda 
AA  and  BB,  respectively,  to  this  final 
rule  with  comment  period.  We  also  will 
make  available  on  the  CMS  Web  site 
what  the  ASC  payment  weights  would 
be  in  CY  2009  without  the  transition. 


XVI.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

A.  Background 

1.  Reporting  Hospital  Outpatient 
Quality  Data  for  Annual  Payment 
Update 

Section  109(a)  of  the  MIEA-TRHCA 
(Pub.  L.  109-432)  amended  section 
1833(t)  of  the  Act  by  adding  a  new 
subsection  (17)  that  affects  the  payment 
rate  update  applicable  to  OPPS 
payments  for  services  furnished  by 
hospitals  in  outpatient  settings  on  or 
after  January  1,  2009.  Section 
1833(t)(17)(A)  of  the  Act,  which  applies 
to  hospitals  as  defined  under  section 
1886(d)(1)(B)  of  the  Act,  requires  that 
hospitals  that  fail  to  report  data  required 
for  the  quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(t)(17)(B)  of  the  Act  will  incur  a 
reduction  in  their  annual  payment 
update  factor  by  2.0  percentage  points. 
Section  1833(t)(17)(B)  of  the  Act 
requires  that  hospitals  submit  quality 
data  in  a  form  and  manner,  and  at  a  time 
that  the  Secretary  specifies.  Sections 
1833(t)(17)(C)(i)  and  (ii)  of  the  Act 
require  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
(including  medication  errors)  furnished 
by  hospitals  in  outpatient  settings  and 
that  these  measures  reflect  consensus 
among  affected  parties  and,  to  the  extent 
feasible  and  practicable,  include 
measures  set  forth  by  one  or  more 
national  consensus  building  entities. 

The  Secretary  is  not  prevented  from 
selecting  measures  that  are  the  same  as 
(or  a  subset  of)  the  measures  for  which 
data  are  required  to  be  submitted  under 
section  1886(b)(3)(B)(viii)  of  the  Act  for 
the  IPPS  Reporting  Hospital  Quality 
Data  for  Annual  Payment  Update 
(RHQDAPU)  program.  Section 
1833(t)(17)(D)  of  the  Act  gives  the 
Secretary  the  authority  to  replace 
measures  or  indicators  as  appropriate, 
such  as  when  all  hospitals  are 
effectively  in  compliance  or  when  the 
measures  or  indicators  have  been 
subsequently  shown  not  to  represent  the 
best  clinical  practice.  Section 
1833(t)(17)(E)  of  the  Act  requires  the 
Secretary  to  establish  procedures  for 
making  data  submitted  available  to  the 
public.  Such  procedures  must  give 
hospitals  the  opportunity  to  review  data 
before  these  data  are  released  to  the 
public. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68189),  we 
indicated  our  intent  to  establish  an 
OPPS  payment  program  modeled  after 
the  current  IPPS  RHQDAPU  program. 


We  stated  our  belief  that  the  quality  of 
hospital  outpatient  services  would  be 
most  appropriately  and  fairly  rewarded 
through  the  reporting  of  quality 
measures  developed  specifically  for 
application  in  the  hospital  outpatient 
setting.  We  agreed  that  assessment  of 
hospital  outpatient  performance  would 
ultimately  be  most  appropriately  based 
on  reporting  of  hospital  outpatient 
measures  developed  specifically  for  this 
purpose.  We  stated  our  intent  to 
implement  the  full  OPPS  payment  rate 
update  beginning  in  CY  2009  based 
upon  hospital  reporting  of  quality  data 
beginning  in  CY  2008,  using  effective 
measures  of  the  quality  of  hospital 
outpatient  care  that  have  been  carefully 
developed  and  evaluated,  and  endorsed 
as  appropriate,  with  significant  input 
from  stakeholders. 

The  amendments  to  the  Act  made  by 
section  109(a)  of  the  MIEA-TRHCA  are 
consistent  with  our  intent  and  direction 
outlined  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period.  Under 
these  amendments,  we  were  statutorily 
required  to  establish  a  program  under 
which  hospitals  would  report  data  on 
the  quality  of  hospital  outpatient  care 
using  standardized  measures  of  care  in 
order  to  receive  the  full  annual  update 
to  the  OPPS  payment  rate,  effective  for 
payments  beginning  in  CY  2009.  We 
refer  to  the  program’  established  under 
these  amendments  as  the  Hospital 
Outpatient  Quality  Data  Reporting 
Program  (HOP  QDRP).  In  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66860),  we  established  a 
separate  reporting  program,  and  adopted 
quality  measures  that  were  deemed 
appropriate  for  measuring  hospital 
outpatient  quality  of  care  that  reflected 
consensus  among  affected  parties,  and 
were  set  forth  by  one  or  more  national 
consensus  building  entities.  Validation, 
as  discussed  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66871),  is  intended  to  provide  assurance 
of  the  accuracy  of  the  hospital 
abstracted  data.  A  data  validation 
requirement  was  not  implemented  for 
purposes  of  the  CY  2009  annual 
payment  update.  In  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41546),  we 
proposed  to  implement  validation 
requirements  that  will  apply  beginning 
with  the  CY  2010  payment 
tleterminations.  As  discussed  in  section 
XVI.E.3.a.  of  this  preamble,  we  are  not 
adopting  our  validation  proposal,  but 
instead  are  adopting  a  voluntary  test 
validation  process  for  CY  2010. 

In  reviewing  the  measures  currently 
available  for  care  in  the  hospital 
outpatient  settings,  we  continue  to 
believe  that  it  would  be  most 
appropriate  and  desirable  to  use 
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measures  that  specifically  apply  to  the 
hospital  outpatient  setting.  In  other 
words,  we  do  not  believe  that  we  should 
simply,  without  further  analysis,  adopt 
the  IPPS  RHQDAPU  program  measures 
as  the  measures  for  the  HOP  QDRP. 
Nonetheless,  we  note  that  section 
1833(t)(17)(C)(ii)  of  the  Act  allows  the 
Secretary  to  “[select]  measures  that  are 
the  same  as  (or  a  subset  of)  the  measures 
for  which  data  are  required  to  be 
submitted”  under  the  IPPS  RHQDAPU 
program.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41540),  we  invited 
public  comment  on  whether  we  should 
select  for  the  HOP  QDRP  some  or  all 
measures  from  the  current  RHQDAPU 
program  measure  set  that  apply  to  the 
outpatient  setting. 

Comment:  One  commenter 
recommended  that  CMS  move  beyond 
pay-for-reporting  toward  pay-for- 
performance  so  that  payment  updates 
depend  on  empirical  results  from 
quality  data,  not  on  whether  the  data  are 
submitted,  and  encouraged  CMS  to 
request  this  authority  from  Congress. 

Response:  We  thank  the  commenter 
for  sharing  this  suggestion  for  future 
program  directions. 

Comment:  One  commenter  requested 
that  CMS  not  penalize  hospitals  by 
imtting  their  payment  update  if 
hospitals  can  demonstrate  that  they  are 
currently  working  to  comply  with  the 
reporting  requirements,  but  do  not  yet 
have  the  inft-astructure  to  fully  comply. 

Response:  We  understand  that  setting 
up  a  new  reporting  program  has 
challenges.  We  recognize  that,  unlike 
the  RHQDAPU  program,  the  reporting  of 
hospital  outpatient  data  did  not  have 
the  benefit  of  existing  reporting  systems. 
However,  section  109(a)  of  MIEA- 
TRHCA  requires  that  the  reporting 
system  apply  to  payment  for  services 
furnished  on  or  after  January  1,  2009.  In 
order  to  assist  hospitals  in  meeting  this 
requirement,  we  have  provided  support 
to  hospitals  with  the  provision  of  a  data 
reporting  toot,  known  as  the  CMS 
Abstraction  and  Reporting  Tool  for 
Outpatient  Department  measures 
(CART-OPD),  which  is  available  at  the 
QualityNet  Web  site  [http:// 
w'ww.qualitynet.org].  We  also  have 
delayed  the  submission  of  data  as  much 
as  possible.  As  required  by  statute, 
hospitals  failing  to  report  the  required 
data  will  be  subject  to  a  reduction  in 
their  annual  payment  update. 

Comment:  One  commenter  questioned 
the  intent  of  the  quality  data  reporting 
program,  how  fairness  for  all  providers 
is  achievable,  and  how  payment  and 
quality  are  linked  with  respect  to 
hospitals  and  physicians.  The 
commenter  stated  that  hospitals  have 
been  singled  out  and  unfairly  penalized 


for  services  and  care  they  have  limited 
ability  to  control. 

Response:  We  are  required  to 
implement  the  amendments  made  to  the 
Act  by  section  109(a)  of  the  MIEA- 
TRHCA  regarding  data  for  measures 
appropriate  for  the  measurement  of  the 
quality  of  care  (including  medication 
errors)  furnished  by  hospitals  in 
outpatient  settings.  The  HOP  QDRP 
program  provides  an  incentive  to 
hospitals  to  report  quality  data.  Under 
the  statute,  there  is  no  penalty  applied 
to  hospitals  based  on  the  quality  of  the 
services  provided. 

Comment:  Several  commenters 
suggested  that  critical  access  hospitals 
(CAHs)  be  allowed  to  voluntarily  report 
outpatient  hospital  data.  Some  of  these 
commenters  expressed  the  desire  that 
CMS  address  this  issue  formally  in  some 
manner,  including  suggesting 
addressing  this  issue  in  OPPS 
rulemaking. 

Response:  We  thank  the  commenters 
for  their  support  of  having  CAHs 
voluntarily  report  outpatient  data. 
However,  because  CAHs  are  not  subject 
to  the  OPPS  or  the  revised  ASC  payment 
system,  we  do  not,  at  this  time,  plan  to 
address  this  issue  in  the  OPPS/ASC 
rulemaking  process. 

Comment:  Several  commenters 
suggested  that  CMS  evaluate  RHQDAPU 
program  measures  for  their  suitability 
for  outpatient  setting.  The  commenters 
recommended  re-specification  and 
refinement  for  the  outpatient  setting  of 
inpatient  measures  determined  suitable 
upon  testing.  The  commenters  suggested 
that  the  following  specific  RHQDAPU 
program  measures  were  potentially 
appropriate  for  use  in  the  outpatient 
setting:  [Acute  Myocardial  Infarction] 
AMI-2  (Aspirin  prescribed  at 
discharge);  AMI-^  (Beta  blocker  at 
arrival):  AMI-5  (Beta  blocker  prescribed 
at  discharge):  HF-1  (Discharge 
instructions):  and  PN-3b  (Blood  culture 
performed  before  first  antibiotic 
received  in  hospital). 

Response:  We  welcome  these 
suggestions.  We  support  the  use  of 
similar  measures  in  different  settings  to 
promote  broader  and  more  consistent 
attention  to  specific  processes  of  care. 
We  also  agree  that  such  efforts  of 
aligning  inpatient  and  outpatient 
measures  can  allow  for  greater 
efficiencies  in  data  collection  and 
submission  by  hospitals  across  health 
care  settings.  We  note  that  some  of  the 
existing  OPPS  measures  focus  on  the 
same  processes  of  care  included  in 
similar  IPPS  measures.  We  will 
investigate  the  suitability  of  the  IPPS 
measures  suggested  and  other  measures 
currently  in  use  in  CMS  reporting 


programs  for  future  use  in  the  outpatient 
setting. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
measures  that  specifically  apply  to 
services  furnished  in  the  hospital 
outpatient  setting.  In  the  future,  we  will 
consider  adapting  more  measures  from 
the  current  IPPS  RHQDAPU  program 
measure  set  for  use  in  the  OPPS 
measures  set. 

2.  Reporting  ASC  Quality  Data  for 
Annual  Payment  Update 

Section  109(b)  of  the  MIEA-TRHCA 
amended  section  1833(i)  of  the  Act  by 
redesignating  clause  (iv)  to  clause  (v) 
and  adding  new  sections 
1833(i)(2)(D)(iv)  and  1833(i)(7)  to  the 
Act.  These  amendments  may  affect  ASC 
payments  for  services  furnished  in  ASC 
settings  on  or  after  January  1,  2009. 
Section  1833(i)(2)(D)(iv)  of  the  Act 
authorizes  the  Secretary  to  implement 
the  revised  payment  system  for  services 
furnished  in  ASCs  (established  under 
section  1833(i)(2)(D)  of  the  Act),  “so  as 
to  provide  for  a  reduction  in  any  annual 
update  for  failure  to  report  on  quality 
measures.  *  *  *” 

Section  1833(i)(7)(A)  of  the  Act 
authorizes  the  Secretary  to  provide  that 
any  ASC  that  fails  to  report  data 
required  for  the  quality  measures 
selected  by  the  Secretary  in  the  form 
and  manner  required  by  the  Secretary 
under  section  1833(i)(7)  of  the  Act  wilt 
incur  a  reduction  in  any  annual 
payment  update  of  2.0  percentage 
points.  Section  1833(i)(7)(A)  of  the  Act 
also  specifies  that  a  reduction  for  one 
year  cannot  be  taken  into  account  in 
computing  the  ASC  update  for  a 
subsequent  calendar  year. 

Section  1833(i)(7)(B)  of  the  Act 
provides  that,  “(ejxcept  as  the  Secretary 
may  otherwise  provide,”  the  hospital 
outpatient  quality  data  provisions  of 
sections  1833(t)(17)(B)  through  (E)  of  the 
Act,  summarized  above,  shall  apply  to 
ASCs.  We  did  not  implement  an  ASC 
quality  reporting  program  for  CY  2008 
(72  FR  66875). 

We  refer  readers  to  section  XVI.H.  of 
this  final  rule  with  comment  period  for 
a  discussion  of  our  decision  to 
implement  ASC  quality  data  reporting 
in  a  later  rulemaking. 

3.  Reporting  Hospital  Inpatient  Quality 
Data  for  Annual  Payment  Update 

Section  5001(a)  of  Public  Law  109- 
171  (DRA)  set  out  the  current 
requirements  for  the  IPPS  RHQDAPU 
program.  We  established  the  RHQDAPU 
program  in  order  to  implement  section 
501(b)  of  Public  Law  108-173  (MMA). 
The  program  builds  on  our  ongoing 
voluntary  Hospital  Quality  Initiative. 
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The  Initiative  is  intended  to  empower 
consumers  with  quality  of  care 
information  so  that  they  can  make  more 
informed  decisions  about  their  health 
care  while  also  encouraging  hospitals 
and  clinicians  to  improve  the  quality  of 
their  care.  Under  the  current  statutory 
provisions  found  in  section 
1886(b)(3)(B)(viii)  of  the  Act,  the  IPPS 
annual  payment  update  for  “subsection 
(d)”  hospitals  that  do  not  submit 
inpatient  quality  data  in  a  form  and 
manner,  and  at  a  time  specified  by  the 
Secretary  is  reduced  by  2.0  percentage 
points. 

We  used  an  initial  “starter  set”  of  10 
quality  measures  for  the  IPPS 
RHQDAPU  program  under  section 
501(b)  of  Public  Law  108-173  and  have 
expanded  the  measures  as  required 
under  section  1886(b)(3)(B)(viii)(III), 

(IV)  and  (V)  of  the  Act,  as  added  by 
section  5001(a)  of  Public  Law  109-171. 
We  initially  added  measures  as  a  part  of 
the  annual  IPPS  rulemaking  process.  In 
response  to  public  comments  asking 
that  we  issue  IPPS  RHQDAPU  program 
quality  measures  and  other 
requirements  as  far  in  advance  as 
possible,  we  also  have  used  the  OPPS 
annual  payment  update  rulemaking 
process  to  adopt  IPPS  RHQDAPU 
program  measures  and  requirements.  In 
the  CY  2007  OPPS  final  rule  (71  FR 
68201),  we  included  six  additional  IPPS 
RHQDAPU  program  quality  measures 
for  the  FY  2008  update.  In  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period,  we  added  two  additional 
National  Quality  Forum  (NQF)-endorsed 
quality  measures  to  the  IPPS  RHQDAPU 
program  (72  FR  66875-66876). 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23642),  we  proposed  to  retire  one  of 
the  existing  30  quality  measures  and  to 
add  43  additional  quality  measures  for 
the  FY  2010  payment  update  (73  FR 
23647,  23651).  In  the  FY  2009  IPPS  final 
rule  (73  FR  48604),  we  retired  one 
existing  measure,  but  only  adopted  13  of 
the  proposed  additional  43  measures  (73 
FR  48609).  We  indicated  that  we 
intended  to  adopt  two  additional 
measures  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period,  but 
only  if  the  measures  were  endorsed  by 
a  national  consensus-based  entity  such 
as  the  NQF  (73  FR  48611).  The  NQF  is 
a  voluntary  consensus-based  standard¬ 


setting  organization  established  to 
standardize  health  care  quality 
measurement  and  reporting  through  its 
consensus  development  process.  Under 
section  1886(b)(3)(B)(viii)(V)  of  the  Act, 
we  are  required  to  add  measures  that 
reflect  consensus  among  affected  parties 
and,  to  the  extent  feasible  and 
practicable,  include  measures  set  forth 
by  one  or  more  national  consensus 
building  entities.  As  discussed  in 
section  XVI.l.  of  this  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period,  we 
are  adding  two  additional  quality 
measures  to  the  IPPS  RHQDAPU 
program  for  FY  2010  because  the  NQF 
has  endorsed  these  measures. 

B.  Hospital  Outpatient  Quality  Measures 
for  CY  2009 

For  the  CY  2009  annual  payment 
update,  we  required  HOP  QDRP 
reporting  using  seven  quality 
measures — five  Emergency  Department 
(ED)  AMI  measures  plus  two 
Perioperative  Care  measures.  These 
measures  address  care  provided  to  a 
large  number  of  adult  patients  in 
hospital  outpatient  settings,  across  a 
diverse  set  of  conditions,  and  were 
selected  for  the  initial  set  of  HOP  QDRP 
measures  based  on  their  relevance  as  a 
set  to  all  HOPDs. 

The  five  ED-AMI  measures  capture 
the  quality  of  care  for  acute  myocardial 
infarction  in  the  outpatient  setting  in 
hospital  EDs,  specifically  for  those  adult 
patients  with  AMI  who  are  treated  and 
then  transferred  to  another  facility  for 
further  care.  Outpatients  treated  for  AMI 
receive  many  of  the  same  interventions 
as  patients  who  are  evaluated  and 
admitted  at  the  same  facility.  Three 
(ED-AMI-1  [OP-4],  ED-AMI-3  [OP-2] 
and  ED-AMI-5  [OP-3])  of  these  five 
measures,  except  for  their  limitation  to 
outpatients  (transferred  patients),  are 
equivalent  to  those  currently  reported 
under  the  IPPS  RHQDAPU  program  for 
admitted  patients,  and  are  published  on 
the  Hospital  Compare  Web  site  at: 
http://www.HospitalCoinpare.hhs.gov. 
The  other  two  ED-AMI  measures 
encompass  timely  delivery  of  care  and 
transfer  for  patients  presenting  to  a 
hospital  with  an  AMI  who  are  not 
admitted  but  transferred  to  another 
facility.  Transferred  AMI  patients  are 
currently  not  included  in  the 


calculation  of  the  inpatient  AMI 
measures  because  of  the  limitation  of 
the  RHQDAPU  program  measures  to 
inpatients. 

In  addition  to  the  five  ED-AMI 
measures,  we  required  reporting  of  two 
measures  related  to  surgical  care 
improvement.  These  two  surgical  care 
improvement  measures  derived  from  the 
Physician  Quality  Reporting  Initiative 
(PQRI)  are  directly  related  to 
interventions  provided  in  the  outpatient 
setting  and  address  selection  and  timely 
administration  of  prophylactic 
antibiotics  for  surgical  infection 
prevention,  similar  to  measures  in  the 
IPPS  RHQDAPU  program. 

Specifically,  in  order  for  hospitals  to 
receive  the  full  OPPS  payment  update 
for  services  furnished  in  CY  2009,  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66860),  we 
required  that  subsection  (d)  hospitals 
paid  under  the  OPPS  submit  data  on  the 
following  seven  measures  as  designated 
below,  effective  for  hospital  outpatient 
services  furnished  on  or  after  April  1, 
2008: 

CY  2009  HOP  QDRP  QUALITY 
Measures 


ED-AMI-1 — Aspirin  at  Arrival. 

ED-AMI-2 — Median  Time  to  Fibrinolysis. 

ED-AMI-3 — Fibrinolytic  Therapy  Received 
within  30  Mjnutes  of  Arrival. 

ED-AMI-4 — Median  Time  to  Electrocardio¬ 
gram  (ECG). 

ED-AMI-5 — Median  Time  to  Transfer  for  Pri¬ 
mary  PCI. 

PQRI  #20:  Perioperative  Care:  Timing  of  An¬ 
tibiotic  Prophylaxis. 

PQRI  #21:  Perioperative  Care:  Selection  of 
Perioperative  Antibiotic. 


C.  Quality  Measures  for  CY  201 0  and 
Subsequent  Calendar  Years  and  the 
Process  To  Update  Measures 

1.  Quality  Measures  for  CY  2010 
Payment  Determinations 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41541),  for  CY  2010,  we 
proposed  to  require  continued 
submission  of  data  on  the  existing  seven 
measures  discussed  above  and  to  adopt 
four  imaging  measures.  We  proposed  to 
designate  the  existing  seven  measures  as 
follows: 


CY  2009  Quality  Measures  With  Proposed  Cy  2010  Designations 


Current  designation 

Proposed  quality  measure  designation 

ED-AMI-2 . 

OP-1 :  Median  Time  to  Fibrinolysis. 

ED-AMI-3 . 

OP-2;  Fibrinolytic  Therapy  Received  Within  30  Minutes. 

ED-AMI-5  . 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention. 

ED-AMI-1  . 

OP-4:  Aspirin  at  Arrival. 

ED-AMI-4  . 

OP-5:  Median  Time  to  ECG. 
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CY  2009  Quality  Measures  With  Proposed  Cy  2010  Designations— Continued 


Current  designation 

Proposed  quality  measure  designation 

PQRI#20  . 

PQRI#21  . 

OP-6:  Timing  of  Antibiotic  Prophylaxis. 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients. 

Comment:  Commenters  supported  the 
current  HOP  QDRP  measures,  which 
were  seen  as  having  a  positive  impact 
on  quality  of  care.  One  commenter 
recommended  limiting  the  measures  for 
2009  to  those  seven  that  are  currently 
implemented. 

Response:  We  agree  that  the  current 
HOP  measures  are  important  to  the 
quality  of  care  patients  receive  in  the 
HOPD  and  will  continue  their 
collection.  We  also  are  committed  to 
broadening  the  scope  of  measurement 
for  the  HOP  QDRP  and,  therefore,  have 
proposed  additional  measures  for  the 
CY  2010  annual  payment  update  and 
have  solicited  comments  on  measures 
being  considered  for  implementation  in 
future  years. 

Comment:  One  commenter  did  not 
support  the  proposed  quality  measure 
OP-3:  Median  Time  to  Transfer  to 
Another  Facility  for  Acute  Coronary 
Intervention  (formerly,  ED-AMI-5).  The 
commenter  stated  that  this  measure 
would  result  in  additional  burden  to 
hospitals  without  an  increase  in 
meaningful  quality  data. 

Response:  We  believe  that,  when 
percutaneous  intervention  (PCI)  is 
indicated,  timely  transfer  of  patients  is 
an  important  aspect  of  quality  of  care  in 
the  hospital  outpatient  setting:  hence 
our  inclusion  of  this  measure  in  the 
HOP  QDRP  measure  set.  National 
guidelines  recommend  the  prompt 
initiation  of  PCI  in  patients  presenting 
with  ST-segment  elevation  myocardial 
infarction.  The  early  use  of  primary  PCI 
in  patients  with  acute  myocardial 
infarction  who  present  to  the  ED  with 
ST-segment  elevation  or  LBBB  results  in 
a  significant  reduction  in  mortality  and 
morbidity.  Despite  these 
recommendations,  few  eligible  older 
patients  hospitalized  with  AMI  receive 
primary  angioplasty  in  a  timely  manner. 
Patients  transferred  for  primary  PCI 
rarely  meet  recommended  guidelines  for 
door-to-balloon  time,  which  under 
current  American  College  of  Cardiology/ 
American  Hospital  Association 
recommendations  is  90  minutes  or  less. 
Therefore,  we  believe  that  reporting  on 
this  measure  will  increase  meaningful 
quality  of  care  data. 

Comment:  One  commenter  did  not 
support  the  current  HOP  QDRP  measure 
set-and  perceived  the  set  as  not 
adequately  measuring  the  breadth  of 
coverage  in  the  ED  or  the  HOPD.  The 


commenter  suggested  that  CMS  adopt 
cross-cutting  measures,  outcomes 
measures,  and  process  measures  that  are 
correlated  to  outcomes. 

Response:  Because  CY  2008  was  the 
first  year  of  the  OPPS  reporting 
program,  we  decided  to  limit  the 
number  of  HOP  QDRP  reporting 
requirements.  In  future  years,  we 
anticipate  that  the  scope  of  outpatient 
services  covered  by  measures  will 
increase.  For  HOP  QDRP  reporting  for 
CY  2009,  we  are  adding  four  imaging 
efficiency  measures,  which  add'another 
topic  to  the  HOP  QDRP  measure  set.  We 
support  the  development  and 
implementation  of  cross-cutting, 
outcome,  and  process  measures  that  are 
correlated  to  outcomes  and  intend  to 
consider  such  measures  for  future 
rulemaking. 

Comment:  Several  commenters 
expressed  concern  that  the  current  HOP 
QDRP  measure  set  (OP-1  to  OP-7)  was 
not  fully  field-tested  for  its  use  in  HOP 
QDRP.  They  urged  CMS  to  fully  test  in 
order  to  identify  and  correct  operational 
issues  before  data  validation  on  the  CY 
2009  measures  begin.  One  commenter 
expressed  concern  over  frequent 
changes  in  the  consensus  base,  citing 
the  reversal  of  consensus  on  whether 
prophylaxis  is  necessary  for  bunion 
surgery,  and  recommended  that  new 
quality  measures  be  based  in  valid 
clinical  studies. 

Response:  The  HOP  QDRP  measures 
were  selected  and  implemented  as 
required  under  section  1833(t)(17)  of  the 
Act.  While  the  short  timeframe  available 
to  implement  the  program  as  required 
by  statute  did  not  permit  extensive  field 
testing  prior  to  implementation  in  CY 
2008,  we  did  conduct  limited  pilot 
testing  on  a  small  convenience  sample. 
Specifically,  the  measure  specifications 
were  used  to  collect  data  from  189 
medical  records  in  Oklahoma  and 
Illinois.  Additionally,  these  seven  HOP 
QDRP  measures  are  NQF-endorsed  and 
are  supported  by  clinical  evidence.  The 
measures  have  been  in  effect  for  services 
furnished  on  or  after  April  1,  2008  and 
hospitals  have  been  submitting  data 
successfully  to  the  OPPS  Clinical 
Warehouse.  We  plan  to  analyze  the  data 
collected  under  the  HOP  QDRP  to 
evaluate  the  seven  initial  HOP  QDRP 
measures  and  to  address  operational 
issues  in  data  collection  for  these 
already  implemented  measures  before 


CY  2009  validation.  We  also  believe  that 
our  plan  to  conduct  a  voluntary  test 
validation  on  these  measures  as 
outlined  in  section  XVI.E.3.a.  of  this 
preamble  will  provide  sufficient  time  to 
assess  the  relevant  issues  for  these 
measures,  and  will  provide  both  CMS 
and  the  sampled  hospitals  with  valuable 
feedback  for  measure  maintenance 
purposes  during  this  voluntary 
validation  test  period.  We  have  a 
measures  development  contractor 
working  to  maintain  and  refine  the 
measures  specifications  as  needed.  In 
terms  of  the  comment  on  consensus 
base  of  the  measures,  we  intend  to 
utilize  our  measure  maintenance 
processes  and,  as  appropriate, 
consensus  building  entities  such  as  the 
NQF  to  address  changes  in  the  clinical 
evidence  base  that  may  require  changes 
to  measure  specifications  that  will  be 
described  in  the  CMS  Hospital 
Outpatient  Quality  Measures 
Specifications  Manual  (Specifications 
Manual).  CMS  believes  that,  while  this 
may  result  in  changes  that  occur  more 
frequently  than  the  usual  3  year  re- 
evaluation  intervals,  such  flexibility  is 
necessary  to  accommodate  changes  in 
the  clinical  evidence  base  informing 
these  measures. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing  for 
continued  data  collection  in  CY  2009  for 
the  CY  2010  annual  payment  update  the 
following  seven  current  HOP  QDRP 
measures,  redesignated  as  discussed 
above:  (1)  OP-1:  Median  Time  to 
Fibrinolysis;  (2)  OP-2:  Fibrinol3dic 
Therapy  Received  Within  30  Minutes; 

(3)  OP-3;  Median  Time  to  Transfer  to 
Another  Facility  for  Acute  Coronary 
Intervention;  (4)  OP— 4:  Aspirin  at 
Arrival;  (5)  OP-5:  Median  Time  to  ECG; 
(6)  OP-6:  Timing  of  Antibiotic 
Prophylaxis;  and  (7)  OP-7:  Prophylactic 
Antibiotic  Selection  for  Surgical 
Patients. 

The  four  imaging  measures  that  we 
proposed  to  adopt  beginning  with  the 
CY  2010  payment  determination  are 
claims-based  measures  that  CMS  would 
calculate  using  Medicare  Part  B  claims 
data  without  imposing  on  hospitals  the 
burden  of  additional  chart  abstraction. 
For  purposes  of  the  CY  2010  payment 
determination,  CMS  would  calculate 
these  measures  using  CY  2008  Medicare 
administrative  claims  data. 
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The  proposed  imaging  measures  are 
based  on  clinical  evidence  that  they 
promote  efficient  and  high  quality 
patient  care.  Efficient  healthcare  is  that 
which  neither  underutilizes  nor  over 
utilizes  healthcare  resources.  This 
approach  to  defining  efficiency  is 
supported  by  the  observation  of 
widespread  process  variation  in 
healthcare  that  is  not  associated  with 


variation  in  outcome.  The  Institute  of 
Medicine  has  identified  efficiency  as  an 
important  quality  aim.  However,  despite 
the  identification  of  efficiency  as  an 
important  factor  in  the  provision  health 
care,  there  currently  are  few  healthcare 
efficiency  quality  measures  available. 
MedPAC’s  description  of  the  rapid 
growth  in  the  volume  of  imaging 
services  in  2000  as  compared  to  2006, 


coupled  with  the  significant  level  of 
these  services  rendered  under  the  OPPS 
suggests  that  imaging  is  an  area  to 
investigate  with  regard  to  efficiency.  In 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41541),  we  proposed  four 
imaging  measures  that  measure  high 
quality,  efficient  use  of  services  for  the 
hospital  outpatient  setting. 


Proposed  Additional  Quality  Measures  for  Cy  2010 


Topic 

Measure 

Imaging  Efficiency . 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain. 

OP-9:  Mammography  Follow-up  Rates. 

OP-10;  Abdomen  CT — Use  of  Contrast  Material: 

•  OP-10:  CT  Abdomen — Use  of  Contrast  Material. 

•  OP-1  Oa:  CT  Abdomen — Use  of  Contrast  Material  excluding  calculi  of  the  kidneys,  ureter,  and/or  uri¬ 
nary  tract.  .. 

•  OP-1  Ob:  CT  Abdomen — Use  of  Contrast  Material  for  diagnosis  of  calculi  in  the  kidneys,  ureter,  and/ 
or  urinary  tract. 

OP-1 1 :  Thorax  CT — Use  of  Contrast  Material. 

We  invited  public  comment  on  these 
four  proposed  imaging  measures,  which 
had  been  submitted  to  the  NQF  for 
consideration. 

Comment:  Several  commenters 
supported  the  proposed  imaging 
efficiency  measures.  The  commenters 
agreed  that  these  claims-based  imaging 
efficiency  measures  avoid  increased 
data  collection  burden.  One  commenter 
was  pleased  that  the  proposed  rule 
includes  cancer  related  quality 
measures,  in  particular  the 
mammography  follow-up  rates.  One 
commenter  agreed  that  “combined 
studies  with  and  vyithout  contrast”  in 
thorax  CT  should  he  ordered 
infrequently  and  that  this  is  an  area 
where  cost  could  possibly  be  reduced. 
One  commenter  was  supportive  of  the 
use  of  claims  data  to  gather  information 
on  OP-8:  MRI  Lumbar  Spine  for  Low 
Back  Pain,  as  the  information  is  not 
available  using  chart  abstraction.  This 
commenter  was  also  pleased  that 
measure  OP-8  is  harmonized  with  the 
NCQA  low  back  pain  measure.  One 
commenter,  in  support  of  measure  OP- 
9:  Mammography  Follow-up  Rates, 
stated  that  the  measure  has  the  potential 
to  positively  affect  the  quality  of  life  and 
health  of  Medicare  patients,  and  also 
believed  that  the  measure  supports  the 
work  of  organizations  such  as  the 
Ameiican  Cancer  Society  Cancer  Action 
Network. 

Response:  We  thank  these 
commenters  for  their  supportive 
statements,  and  are  adopting  the  four 
imaging  efficiency  measures  in  this  final 
rule  with  comment  period. 

Comment:  Several  other  commenters 
believed  that  the  four  new  imaging 


efficiency  measures  are  still  in  the 
developmental  phase  and  have  not  yet 
received  NQF  endorsement  nor  have 
they  been  considered  for  adoption  by 
the  Hospital  Quality  Alliance  (HQA). 
They  urged  CMS  to  not  adopt  the  four 
imaging  efficiency  measures  at  this  time 
and  to  reevaluate  the  measures  at  such 
time  as  essential  measure  specifications, 
NQF  endorsement  and  AQA-HQA 
collaboration  can  be  accomplished.  One 
commenter  stated  that  data 
specifications  should  be  available  when 
public  comment  is  requested. 

Response:  We  believe  that  the  four 
new  imaging  efficiency  measures  meet 
the  requirements  of  section 
1833(t)(17)(C)(i)  of  the  Act,  as  added  by 
section  109(a)  of  MIEA-TRHCA,  and  we 
are  adopting  them  in  this  final  rule  with 
comment  period.  Section 
1833(t)(17)(C)(i)  of  the  Act  requires  the 
Secretary  to  “develop  measures  that  the 
Secretary  determines  to  be  appropriate 
for  the  measurement  of  the  quality  of 
care  (including  medication  errors)  . 
furnished  by  hospitals  in  outpatient 
settings  and  that  reflect  consensus 
among  affected  parties  and,  to  the  extent 
feasible  and  practicable,  shall  include 
measures  set  forth  by  one  or  more 
national  consensus  building  entities.” 
We  believe  that  these  imaging  efficiency 
measures  are  appropriate  for  the 
measurement  of  the  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings.  The  proposed  imaging 
efficiency  measures  have  gone  through 
an  extensive  deyelopment  process  with 
broad  stakeholder  input  incorporated 
throughout  the  development  process. 
Specifically,  the  measures  development 
process  for  the  imaging  efficiency 


measures  included  the  convening  of  a 
Technical  Expert  Panel  (TEP)  by  a 
contractor  comprised  of  affected  parties 
affiliated  with  hospitals,  payers, 
practitioners  from  various  medical 
specialties,  consumers,  as  well  as 
clinical,  scientific,  and  performance 
measurement  experts.  The  TEP  was 
convened  multiple  times  to  identify, 
develop,  and  refine  measures  associated 
with  an  area  requiring  quality 
measurement.  The  TEP  did  not  move 
forward  measures  for  development  upon 
which  the  TEP  did  not  agree. 

The  measure  development  process 
also  included  a  public  comment  period. 
The  measures  development  contractor 
publicly  posted  the  measure 
specifications  during  this  time.  In  the 
future,  we  also  will  make  relevant 
measure  specifications  available  during 
public  comment  periods  following 
proposed  rulemakings.  Comments 
during  the  measure  development  public 
comment  period  included  supportive 
comments  froih  many  affected  parties, 
including  comments  indicating  that 
these  measures  are  a  timely  and  much 
needed  addition  to  imaging  efficiency 
measurement  given  the  scarcity  of  such 
measures  that  have  been  set  forth  by  a 
national  consensus  building  entity,  that 
they  address  areas  of  great 
epidemiologic  relevance,  and  that  they 
address  the  needs  of  affected  parties  for 
accountability  and  transparency  for  an 
area  of  increasing  waste  and 
inefficiency.  These  measures  were 
modified  based  upon  public  comments 
received  during  the  public  comment 
period.  Given  this  process,  we  believe 
that  these  measures  are  no  longer  in  the 
development  phase  and  are  appropriate 
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for  the  measurement  of  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings. 

These  measures  also  reflect  consensus 
among  affected  parties,  as  required  by 
section  1833(t)(17)(CKi)  of  the  Act.  The 
proposed  measures  have  been 
developed  by  the  Secretary  through  a 
consensus-building  process  that 
included  a  broadly  representative  TEP 
and  a  public  comment  period,  as 
discussed  above.  We  believe  that  this 
statutory  requirement  is  met  when  the 
development  process  for  the  completed 
measures  reflects  consensus  of  a  broad 
representation  of  affected  parties. 

Finally,  we  believe  the  requirement 
that  the  measures  developed  by  the 
Secretary,  to  the  extent  feasible  and 
practicable,  include  measures  set  forth 
by  one  or  more  national  consensus 
building  entities  is  met,  as  required  by 
section  1833(t)(17KC)(i)  of  the  Act.  Two 
of  the  four  imaging  efficiency  measures 
(OP-8  and  OP-11)  have  been  endorsed 
by  NQF,  a  national  consensus  building 
entity.  We  note,  however,  that  the 
statute  does  not  require  that  each 
measure  be  endorsed  by  NQF  or  other 
national  consensus  building  entities. 
Further,  the  statute  does  not  require  that 
the  Secretary  limit  measures  to  those 
adopted  by  stakeholder  organizations 
not  meeting  the  requirements  of 
voluntary  consensus  organizations 
under  the  National  Technology  Transfer 
and  Advancement  Act  (NTTAA),  such 
as  the  HQA  or  AQA.  Moreover,  we 
believe  it  is  not  feasible  and  practicable 
to  adopt  only  imaging  efficiency 
measures  that  have  been  endorsed  by  a 
national  consensus  building  entity. 

The  measurement  area  of  efficiency  is 
currently  in  its  infancy,  and  there  are 
few  measures  available  for  adoption  that 
have  been  set  forth  by  a  national 
consensus  building  entity,  such  as  NQF. 
We  have  given  consideration  to 
measures  that  have  been  endorsed  by 
NQF.  However,  except  for  the  two 
efficiency  measures  included  in  this 
final  rule  with  comment  period,  we  did 
not  find  that  these  other  measures  meet 
program  needs  because  other  NQF- 
endorsed  measures  are  not  measures  at 
the  facility  level  or  do  not  sufficiently 
address  the  quality  aim  of  efficiency. 

For  example,  other  NQF-endorsed 
measures  may  focus  on  documentation 
requirements  and  not  efficiency.  As  the 
area  of  efficiency  measurement  matures, 
it  will  become  more  feasible  and 
practicable  to  adopt  additional  measures 
that  have  been  set  forth  by  a  national 
consensus  building  entity. 

With  respect  to  the  proposed  imaging 
efficiency  measures,  we  believe  that 
there  are  important  factors  involving 
patient  safety  weighing  in  favor  of 


including  these  measures  in  the  HOP 
QDRP,  even  if  they  have  not  been  set 
forth  by  a  national  consensus  building 
entity.  Specifically,  these  measures 
address  the  unnecessary  administration 
of  contrast  materials  and  the 
unnecessary  radiation  exposure 
resulting  from  unnecessary  imaging 
studies.  These  measures  fill  a  significant 
gap  given  the  few  existing  imaging 
efficiency  measures  available  at  the 
outpatient  facility  level.  Therefore,  we 
are  adopting  these  measures  in  this  final 
rule  with  comment  period. 

Comment:  Several  comment ers 
opposed  the  use  of  CY  2008  claims  to 
calculate  compliance  with  the  imaging 
efficiency  measures  for  the  CY  2010 
payment  determination.  The 
commenters  also  stated  that  the  use  of 
claims  data  assesses  a  facility’s 
utilization  of  imaging  services  as 
opposed  to  assessing  the  practice  of  the 
ordering  physician.  Numerous 
commenters  stated  that  all  of  the 
imaging  efficiency  measures  seemed  to 
be  more  appropriately  used  in  assessing 
physician  quality  rather  than  that  for  the 
HOPD,  because,  the  commenters  argued, 
the  four  measures  are  all  physician- 
driven.  One  commenter  stated  that  it 
was  unclear  whether  compliance  is 
based  on  “reporting”  through  claims 
submission  or  whether  compliance  is 
based  on  an  unknown  performance  rate. 

Response:  We  use  CY  2008  claims  to 
calculate  the  imaging  efficiency 
measures  for  the  CY  2010  payment 
determination  because  the  CY  2008 
claims  are  the  most  current  existing 
claims  data  available  to  us.  We  do  not 
require  any  additional  data  submission 
from  hospitals  for  these  measures  to 
satisfy  the  requirements  of  the  HOP 
QDRP. 

The  four  imaging  efficiency  measures 
that  we  proposed  are  for  the  HOP  QDRP 
and  measurement  is  at  the  facility  level, 
not  at  the  physician  level.  We  believe 
that,  because  HOPDs  are  receiving 
payment  for  these  imaging  services 
under  the  OPPS,  these  data  are 
appropriate  for  use  in  measuring  HOPD 
quality  of  care.  There  is  no  requirement 
that  hospitals  must  meet  a  particular 
performance  score  in  order  to  satisfy  the 
requirements  of  the  HOP  QDRP  in 
regard  to  the  imaging  efficiency 
measures,  just  that  the  hospitals  report 
the  required  information. 

Comment:  Several  commenters  stated 
that  the  collection  of  imaging  efficiency 
measures  was  inappropriately  named 
and  that  the  measures  were  unadjusted 
utilization  rates.  One  commenter  stated 
that  the  selection  of  the  MRI  and  CT 
measures  has  raised  suspicion  with 
imaging  services  staff  that  CMS’  motive 
is  cost  reduction  only. 


Response:  We  disagree  with  the 
characterization  of  the  measures  as 
utilization  rates.  These  measures  were 
constructed  using  the  definition  of 
efficiency  adopted  by  the  lOM,  and  are 
intended  to  address  waste  and  promote 
the  efficient  beneficial  use  of  services. 
We  received  input  from  affected  parties, 
such  as  hospitals  and  consumers,  and 
received  agreement  from  such  parties 
that  these  are  efficiency  measures  as 
defined  by  the  lOM  criteria,  and  that 
they  measure  imaging  efficiency.  We 
select  HOP  QDRP  measures  in  order  to 
provide  hospitals  with  a  greater 
awareness  of  the  quality  of  care  they 
provide  and  to  provide  actionable 
information  for  consumers  to  make 
more  informed  decisions  about  their 
health  care  providers  and  treatments. 
For  the  imaging  measures,  the  focus  is 
on  hospitals  and  consumers  reducing 
unnecessary  exposure  to  radiation  and 
contrast  materials  as  a  result  of 
duplicative  imaging  services. 

Comment:  Several  commenters  were 
concerned  that  the  billing  data  proposed 
for  the  imaging  efficiency  measures 
would  include  Medicare  patients  only, 
which  they  believed  could  distort  the 
true  picture  of  the  delivery  of  imaging 
services. 

Response:  While  the  distribution  of 
the  rates  may  be  different  when 
calculated  using  Medicare  claims  only. 
Medicare  claims  comprise  a  substantial 
portion  of  total  hospital  outpatient 
claims  for  these  services  therefore  we 
believe  that  the  use  of  these  claims  data 
would  net  provide  a  distorted  view  of 
the  delivery  of  imaging  services  in  the 
outpatient  setting.  We  would  be 
interested  in  calculating  measures  based 
on  all-payer  claims  data  and  may 
propose  to  collect  such  data  in  the 
future.  However,  collection  of  all-payer 
data  presents  additional  infrastructure 
issues. 

Comment:  One  commenter  asked 
what  administrative  processes  will  be 
implemented  for  claims-based  measures 
and  whether  the  administrative  claims 
data  will  undergo  reliability  testing  or 
validation  by  CMS.  The  commenter  was 
concerned  that  if  a  hospital  does  not 
submit  a  claim  for  payment,  this  could 
result  in  the  loss  of  2  percentage  points 
of  the  OPPS  annual  payment  update  for 
the  hospital.  The  commenter  asked  if 
there  would  be  a  review  period  for 
hospitals  of  the  administrative  data 
before  it  was  released  to  the  public. 

Response:  CMS  employs  a  variety  of 
measures  to  ensure  the  accuracy  of 
coding  for  outpatient  claims  from  the 
provider  to  postpayment  levels.  All 
Medicare  providers  are  required  to  have 
compliance  programs  in  place.  At  the 
claims  processing  level,  edits  are  in 
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place  to  ensure  that  claims  are 
completed  in  a  manner  consistent  with 
payment  policy,  and  prepayment  edits 
may  flag  claims  for  review.  At  the 
postpayment  level,  a  variety  of  entities 
are  utilized  to  detect  improper 
payments.  Prior  to  public  reporting,  we 
will  provide  each  hospital  an 
opportunity  to  review  its  data.  Hospitals 
should  submit  claims  for  services  they 
have  furnished  in  order  to  receive 
payment  on  the  claims  and  to  receive 
the  full  annual  payment  update. 

Comment:  Several  commenters  did 
not  believe  that  the  OP-8:  MRI  Lumbar 
Spine  for  Low  Back  Pain  measure  is 
ready  for  implementation,  and  even 
with  further  testing  and  improvement, 
this  measure  is  more  suitable  for 
physicians  who  order  imaging  tests  than 
to  the  HOPD  that  implement  or  furnish 
physician  orders.  Some  commenters 
stated  that  the  measure  does  not  allow 
for  consideration  of  over-the-counter 
(OTC)  medications  as  an  indicator  of 
antecedent  therapy.  Several  commenters 
stated  that  they  were  unclear  as  to  what 
steps  they  should  take  to  improve  their 
performance  on  this  measure.  These 
commenters  were  uncertain  if  CMS 
believes  that  hospitals  should  refuse 
access  to  MRIs  for  low  back  pain  for 
those  patients  and  whether  they  should 
provide  proof  of  antecedent 
conserv'ative  therapy.  One  commenter 
stated  that  this  measure  is  potentially  a 
dangerous  incentive  where  it  aims  for 
reductions  without  qualifiers  because 
there  are  cases  of  epidural  abscesses  as 
well  as  abdominal  aortic  aneurisms  that 
present  with  low  back  pain.  This 
commenter  believed  that  using  a  less 
costly  diagnostic  approach  will  delay 
diagnosis  and  potentially  cause  harm  to 
the  patient.  One  commenter  believed 
that  there  are  factors  such  as  the  lack  of 
provider  documentation  that  may  lead 
to  the  appearance  of  inappropriate  MRI 
orders  for  low  back  pain,  and  believed 
that  this  measure  would  be  burdensome 
for  the  hospital  and  shbuld  be  directed 
at  the  clinician.  One  commenter  also 
stated  that  it  will  be  important  to 
communicate  what  OP-8  portrays,  and 
whether  better  quality  is  indicated  by  a 
higher  or  lower  efficiency  score,  and 
whether  there  is  an  appropriate 
benchmark  or  rate. 

Response:  This  measure  has 
undergone  a  rigorous  development 
process  and  has  been  endorsed  by  NQF 
for  accountability  at  the  facility  level. 
Although  we  believe  that  the  basis  for 
the  measure  may  be  appropriately 
applied  at  the  ordering  physician  level, 
it  is  also  a  facility  measure  as 
considered  by  the  NQF  and  we  believe 
that  this  measure  is  ready  for 
implementation  at  the  facility  level. 


There  is  evidence  that  a  substantial 
portion  of  MRIs  for  low  back  pain  are 
potentially  not  beneficial  and  do  not 
lead  to  any  modification  of  therapy 
based  on  the  MRI  results,  especially 
when  performed  on  the  first  visit  prior 
to  any  attempt  to  diagnose  or  treat  the 
patient  through  more  conservative 
means.  OP-8  measures  the  rate  of  usage 
of  MRI  for  low  back  pain  and  it  accounts 
for  a  6-week  window  between  the  time 
of  presentation  with  low  back  pain  and 
the  imaging  service,  during  which  time 
it  is  expected  that  any  OTC  or  other 
antecedent  therapy  would  have 
occurred.  This  measure  does  not 
establish  absolute  parameters  for  the  use 
of  imaging  services,  but  rather  identifies 
variations  from  norms  for  the  efficient 
use  of  imaging  services.  The  focus  of  the 
measure  is  not  on  increasing  rates  to  100 
percent  or  reducing  rates  to  0  percent  or 
any  other  values;  rather,  the  focus  is  on 
promoting  efficient  use  of  imaging 
services. 

As  for  the  role  of  the  hospital,  the 
hospital  has  control  over  the  use  of  the 
MRI  machine.  HOPDs  can  improve  their 
efficiency  because  they  are  in  a  position 
to  promote  consultation  between 
ordering  physicians  and  the  radiologists 
engaged  by  the  HOPD,  to  communicate 
directly  with  the  ordering  physician  as 
needed,  and  otherwise  to  educate  and 
communicate  with  and  engage  the 
hospital  medical  staff  and  community 
physicians  on  the  appropriate  use  of 
MRI  for  low  back  pain.  CMS  does  not 
believe  that  hospital  outpatient 
departments  should  refuse  access  to 
MRIs  for  low  back  pain.  Further,  we 
disagree  that  this  measure  provides  an 
inappropriate  incentive  for  reductions 
in  MRI  for  low  back  pain  or  it 
encourages  the  inappropriate  use  of  less 
costly  diagnostic  approaches.  The  intent 
of  the  measure  is  to  assess  the 
appropriateness  of  the  imaging  study 
and,  if  a  less  costly  approach  is  equally 
or  more  effective  than  the  MRI,  the 
HOPD  should  employ  the  less  costly 
approach. 

Finally,  while  provider 
documentation  is  important,  these 
measures  will  be  calculated  by  CMS 
based  solely  on  claims  that  have  been 
submitted  to  Medicare  by  HOPDs.  Thus, 
there  would  be  no  collection  burden 
associated  with  the  calculation  of  these 
measures  at  the  hospital  outpatient 
level. 

Comment:  Several  commenters  stated 
that  they  did  not  believe  that  the  OP- 
11:  Thorax  CT — Use  of  Contrast  Material 
measure  should  be  implemented  at  this 
time  because  preliminary  calculations  of 
the  measure  rate  found  a  relatively  low 
use  of  combined  studies.  They  believed 
it  was  unclear  to  what  extent  there  is 


room  for  improvement  on  this  measure. 
One  commenter  was  concerned  that 
undefined  and  nonstratified  use  of 
administrative  data  may  push 
physicians  to  treat  patients  on 
guidelines,  not  on  how  the  patient 
presents. 

Response:  Our  claims-based  evidence 
indicates  that  there  is  significant 
practice  variation  in  the  use  of 
combined  studies,  indicating  room  for 
improvement,  and  in  many  instances,  a 
high  level  of  use  of  combined  studies  in 
outpatient  settings.  This  measure  seeks 
to  identify  practice  variation  in  the  use 
of  combined  Thorax  CT,  which  may  be 
considered  inefficient.  The  focus  of  this 
measure  is  to  help  identify  inefficient 
use  of  imaging  studies  and  it  is 
important  because  it  addresses 
important  patient  safety  concerns 
including  the  unnecessary 
administration  of  contrast  materials  and 
the  unnecessary  radiation  exposure 
resulting  fi-om  unnecessary  imaging 
studies.  The  measure  specifications  and 
administrative  data  are  defined  and 
incorporate  inclusion  and  exclusion 
criteria  to  stratify  the  populations  being 
observed.  Additionally,  they  have  been 
endorsed  by  a  national  consensus 
building  entity,  the  NQF,  which  reviews 
the  possible  unintended  consequences 
of  the  measures  on  physician  practice 
patterns.  Also,  the  imaging  efficiency 
measures  are  at  a  facility  level  and  not 
a  physician  level. 

Comment:  Numerous  commenters 
stated  that  OP-10:  Abdomen  CT — Use  of 
Contrast  Material  measure  should  not  be 
implemented  as  it  is  currently  defined 
because  there  is  a  lack  of  evidence  in 
the  published  literature  to  determine  the 
appropriate  use  of  contrast  material  for 
these  patients.  One  commenter  stated 
that  the  order  for  use  of  contrast 
material  may  be  difficult  to  attribute  to 
a  specific  physician  as  one  may  order 
contrast,  but  many  rely  on  the 
radiologist  to  determine  whether 
contrast  is  needed.  One  commenter 
stated  this  would  be  difficult  to 
implement  due  to  the  vast  exclusions 
and,  therefore,  this  was  not  a  good 
choice  to  introduce  quality  measures  to 
the  imaging  area. 

Response:  We  disagree  that  evidence 
does  not  exist  in  the  published  literature 
concerning  the  appropriate  use  of 
contrast  material  for  these  patients. 
Regarding  difficulty  in  implementing 
this  measure,  we  conducted  an 
extensive  claims  analysis  during  the 
development  and  evaluation  of  this 
measure.  The  results  of  this  analysis 
indicate  that  a  significant  pattern  of 
variation  among  providers  exists  in  the 
use  of  combination  examinations  in 
conjunction  with  an  abdomen  CT.  We 
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are  not  attributing  the  measure  to 
individual  physicians,  as  the  furnishing 
of  the  service  and  its  measurement 
occur  at  the  facility  level  and  the 
measure  will  be  calculated  using 
outpatient  hospital  claims.  Any  “vast 
exclusions”  would  not  impede 
implementation  of  this  measure  because 
it  will  be  calculated  by  Medicare  billing 
data  which  is  already  submitted  bj^ 
hospitals’  outpatient  departments,  thus, 
not  providing  additional 
implementation  burden  to  HOPDs. 

Comment:  Numerous  commenters 
recommended  that  the  imaging 
efficiency  measures  be  reviewed  by  the 
AMA  Physician  Consortium  for 
Performance  Improvement  (PCPI) 
because  they  believed  this  group  was 
best  qualified  to  consider  the 
appropriateness  of  the  measures  for 
numerous  health  conditions.  They  also 
stated  that  OPPS  measures  that  relate  to 
physician  performance  should  be 
aligned  with  physician  measures 
utilized  in  the  PQRI. 

Response:  Although  the  AMA-PCPI  is 
an  important  and  active  developer  of 
physician  level  quality  measures,  the 
AMA-PCPI  is  not  a  primary  developer 
of  facility  level  measures.  However,  in 
some  instances,  measures  developed  by 
the  AMA-PCPI  can  be  adapted  for 
facility  use  as  were  the  two  surgical 
infection  measures  included  in  the 
current  HOP  QDRP  set  of  measures. 
Members  of  the  AMA-PCPI  frequently 
contribute  comments  to  other  measures 
developers,  including  comments  on  the 
development  of  these  facility  level 
measures.  Harmonizing /neasures  across 
settings  is  desirable  and  we  agree  that  it 
may  be  useful  to  examine  opportunities 
to  align  measures  in  the  future. 

Comment:  Several  commenters 
expressed  concern  that  the 
Mammography  Follow-Up  Rates 
imaging  efficiency  measure  (OP-9)  was 
not  ready  for  implementation.  These 
commenters  believed  there  was  a  lack  of 
consensus  as  to  what  the  appropriate 
recall  rate  should  be,  and  thus,  it  was 
unclear  to  them  what  rate  the  hospitals 
should  be  striving  to  achieve.  One 
commenter  stated  that  appropriate 
follow-up  for  a  normal  screening 
mammogram  might  be  a  phone  call  or  - 
letter  from  the  provider.  The  commenter 
was  concerned  that  existing  claims  data 
are  not  adequate  for  this  purpose,  and 
the  state  of  the  art  of  electronic  health 
records  is  not  sufficiently  developed  to 
allow  a  meaningful  calculation  of 
follow-up  without  extensive  manual 
collection  and  reporting.  One  . 
commenter  stated  that  this  information 
creates  redundancy  as  the  information  is 
already  collected  for  the  American 
College  of  Radiologists  and  the 


commenter’s  State.  Another  commenter 
stated  that  this  measure  inappropriately 
makes  the  hospital  responsible  for  both 
the  provider  and  the  patient.  The 
commenter  stated  that  an  educational 
campaign  through  a  public  service 
announcement  would  be  just  as 
effective  and  would  not  require  the 
hospital  to  invest  more  money  in 
developing  an  automated  method  to 
inform  patients  that  their  mammogram 
is  due. 

Response:  VVe  believe  that  the 
Mammography  Follow-Up  Rates 
imaging  efficiency  measure  is  ready  for 
implementation  because  it  underwent  a 
consensus-based  development  process 
that  meets  the  statutory  requirement  for 
adoption  of  a  measure,  and  includes 
testing  and  public  comment.  The 
imaging  efficiency  measure  OP-9; 
Mammography  Follow-up  Rates  does 
not  seek  to  establish  or  identify  a 
specific  rangq  within  which  follow-up 
rates  must  fall.  There  has  been 
considerable  research  done  on 
appropriate  ranges  and,  during  the 
development  process,  we  also  found  a 
range  of  rates  among  hospitals.  The 
measure  will  identify  differing  relative 
performance  rates.  We  are  not 
attempting  to  determine  whether  follow¬ 
up  occurred  in  terms  of  notification,  but 
rather  seek  to  measure  the  degree  to 
which  a  facility  must  repeat 
mammography  imaging  for  its  patients. 
We  appreciate  the  fact  that  hospitals 
may  be  responding  to  a  number  of 
reporting  requests  or  requirements. 
However,  the  HOP  QDRP  is  a  separate 
reporting  program  for  hospitals 
receiving  payment  under  the  OPPS,  and, 
at  this  time,  HOP  QDRP  requirements 
cannot  be  met  by  reporting  under  other 
programs.  Because  the  imaging 
efficiency  measures  are  claims  based, 
hospitals  will  not  need  to  collect  and 
submit  additional  data;  they  need  only 
to  submit  claims  for  services  for  which 
they  are  to  be  paid  under  Medicare.  We 
performed  extensive  claims  analysis  for 
this  measure  using  Medicare  claims  and 
also  other  claims  databases  available, 
and  our  results  indicate  that  it  is 
appropriate,  valid  and  reliable  to 
calculate  this  measure  using  claims 
data.  The  measure  carries  significant 
epidemiologic  relevance  in  that  it  is 
aimed  at  optimizing  the  use  of  an 
examination  that  carries  a  proven 
benefit  in  terms  of  quality  and  longevity 
of  life.  We  agree  that  educational 
campaigns  and  public  service 
announcements  may  be  beneficial  to 
Medicare  beneficiaries.  We  do  not 
believe  that  these  programs  would 
replace  or  should  supplant  quality  of 
care  measurement  and  public  reporting 


of  the  HOP  QDRP  measures  because  the 
data  collected  for  HOP  QDRP  includes 
all  OPPS  hospitals  and  are  not  limited 
to  only  certain  States  or  voluntary 
participation  as  other  programs  are,  thus 
making  HOP  QDRP  a  more 
comprehensive  quality  reporting 
program. 

Comment:  One  commenter  wanted  to 
know  whether  pleasure  OP-1 1 :  Thorax 
CT — Use  of  Contrast  Material  will 
answer  the  question  of  what  medical 
benefit  the  administration  of  contrast 
material  provides. 

Response:  The  measure  is  intended  to 
measure  the  efficient  use  of  imaging 
services  and  not  answer  specific  clinical 
questions. 

Comment:  One  commenter  wanted 
CMS  to  specify  a  benchmark  for 
measure  OP-8:  MRI  Lumbar  Spine  for 
Low  Back  Pain  to  assess  the  percentage 
of  cases  where  MRI  intervention  altered 
the  course  of  patient  management. 

Response:  We  do  not  have  a 
predetermined  benchmark  for  this 
measure.  However,  the  range  of 
performance,  including  national  and 
State  averages,  will  become  available  as 
we  publicly  report  the  information. 

Comment:  One  commenter  requested 
that  CMS  risk-adjust  the  data  for  what 
it  believed  to  be  a  more  accurate 
representation  of  the  patient  population 
of  tertiary  hospitals  and  academic 
medical  centers. 

Response:  In  general,  process  of  care 
measures  do  not  require  the  use  of  risk 
adjustment.  Process  of  care  measures 
reflect  best  practices  and  clinical 
guidelines  that  apply  independent  of 
the  condition  of  the  patient.  When 
certain  conditions  or  circumstances  for 
which  the  particular  intervention  being 
measured  would  not  be  appropriate, 
these  cases  are  removed  from  the 
denominator  of  the  process  of  care 
measure. 

Comment:  One  commenter  stated  that 
in  the  field,  hospitals  find  the  issue  of 
overuse  of  imaging  services  is  often 
provider  specific  for  the  services 
included  in  the  four  proposed  imaging 
efficiency  measures  and  that  these 
measures,  in  the  commenter’s  opinion, 
involve  the  hospital  being  the  policing 
entity  for  accepting  an  order  for  MRI 
and  CT  scans.  The  commenter  requested 
that  CMS  consider  making  the  overuse 
of  imaging  services  an  issue  for  the 
PQRI  rather  than  one  for  the  hospital 
that  receives  the  physician  orders. 
Another  commenter  argued  that  imaging 
services  are  targeted  for  measures 
because  of  the  expense  to  CMS  rather 
than  patient  safety  issues.  The 
commenter  stated  that  its  imaging 
services  providers  voiced  immediate 
objections  to  these  measures  because 
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these  are  revenue  generating 
examinations,  ordered  by  physicians 
that  they  have  little  control  over,  and 
the  proposed  imaging  efficiency 
measures  have  little  to  do  with  quality 
and  all  to  do  with  cost. 

Response:  In  our  response  to  an 
earlier  commenter,  we  discussed  the 
role  of  the  hospital  with  respect  to  the 
use  of  imaging  services  it  .controls.  We 
believe  that  the  commenters  understate 
considerably  the  effective  roles 
hospitals  can  play  in  promoting  the 
efficient  use  of  imaging  services. 

Further,  we  disagree  with  the 
commenters’  statements  that  these 
measures  are  focused  on  cost  or 
expenses  rather  than  on  patient  safety. 
As  discussed  previously,  the  focus  of 
the  four  proposed  imaging  efficiency 
measures  is  on  reducing  unnecessary 
exposure  to  radiation  and  contrast 
materials  as  a  result  of  duplicative 
imaging  services. 

Comment:  One  commenter  stated  that 
CMS  has  inappropriately  assumed  that 
hospitals  fail  to  provide  quality  care  due 
to  the  number  of  imaging  services  they 
perform,  when,  in  fact,  according  to  the 
commenter,  the  hospitals  are  merely 
working  with  their  physicians  and  • 
following  orders  to  provide  high-quality 
health  care  to  Medicare  beneficiaries. 

Response:  America’s  Health  Insurance 
Plans  (AHIP)  estimates  that  a  range  of  20 
percent  to  50  percent  of  high-technology 
diagnostic  imaging  for  a  variety  of 
conditions  fails  to  provide  information 
that  improves  patient  diagnosis  and 
treatment  and  may  be  considered 
redundant  or  unnecessary  (July  2008 
monograph  http://www.ahip.org/ 
content/default.aspx?docid=24057). 
There  is  a  growing  interest  in  pursuing 
strategies  that  promote  the  appropriate 
use  of  imaging  services,  avoid 
redundancy  and  unnecessary  exposure 
to  radiation,  reduce  painful  and 
wasteful  follow-up  procedures,  and 
ensure  that  the  patient  is  getting  the 
right  service  the  first  time.  As  discussed 
above,  hospitals  can  play  a  role  in 
promoting  the  efficient  use  of  imaging 
services. 

Comment:  One  commenter  stated  that 
none  of  these  measures  relates  to 
radiation  oncology. 

Response:  We  did  not  intend  for  these 
measures  to  focus  on  radiation 
oncology.  These  measures  are  intended 
to  measure  imaging  efficiency. 

After  consideration  of  the  public 
comments  received  and  as  discussed  in 
the  above  responses  to  those  comments, 
we  are  finalizing  the  following  four 
imaging  efficiency  measures  for  the  CY 
2010  payment  determination:  (1)  OP-8: 
MRI  Lumbar  Spine  for  Low  Back  Pain; 
(2)  OP-9:  Mammography  Follow-up 


Rate;  (3)  OP-10:  Abdomen  CT — Use  of 
Contrast  Material;  and  (4)  OP-11: 

Thorax  CT — Use  of  Contrast  Material. 
Adoption  of  these  four  measures  into 
the  HOP  QDRP  meets  the  requirements 
of  section  1833(t)(17)(C){i)  of  the  Act 
that  the  measures  are  appropriate  for 
measurement  of  quality  of  care 
furnished  by  hospitals  in  outpatient 
settings,  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  include 
measures  set  forth  by  a  national 
consensus  building  entity.  All  four  of 
the  proposed  imaging  efficiency 
measures  reflect  consensus  among 
affected  parties  as  meeting  lOM  criteria 
of  measuring  efficiency  in  general,  and 
imaging  efficiency  in  particular.  In 
addition,  two  of  the  imaging  efficiency 
measures  we  are  finalizing  (OP-8  and 
OP-11)  are  NQF-endorsed.  For  program 
purposes,  the  technical  specifications 
for  these  four  new  HOP  QDRP  measures 
will  be  published  in  the  January  2009 
Specification  Manual  located  at  http:// 
www.qualitynet.org. 

The  measures  for  the  2009  HOP  QDRP 
measurement  set  to  be  used  for  the  CY 
2010  payment  determination  are  as 
follows: 

2009  HOP  QDRP  MEASUREMENT  Set 
To  Be  Used  for  2010  Payment 
Determination 


OP-1 :  Median  Time  to  Fibrinolysis. 

OP-2:  Fibrinolytic  Therapy  Received  Within 
30  Minutes. 

OP-3:  Median  Time  to  Transfer  to  Another 
Facility  for  Acute  Coronary  Intervention. 

OP-4:  Aspirin  at  Arrival. 

OP-5:  Median  Time  to  ECG. 

OP-6:  Timing  of  Antibiotic  Prophylaxis. 

OP-7:  Prophylactic  Antibiotic  Selection  for 
Surgical  Patients. 

OP-8;  MRI  Lumbar  Spine  for  Low  Back  Pain. 

OP-9:  Mammography  Follow-up  Rates. 

OP-10:  Abdomen  CT — Use  of  Contrast  Ma¬ 
terial. 

OP-11:  Thorax  CT — Use  of  Contrast  Mate¬ 
rial. 


2.  Process  for  Updating  Measures 

Although  we  adopt  measures  through 
the  rulemaking  process,  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41541), 
we  proposed  to  establish  a 
subregulatory  process  that  would  allow 
us  to  update  the  technical  specifications 
that  we  use  to  calculate  those  measures 
when  we  believe  such  updates  are 
vvarranted  based  on  scientific  evidence 
and  guidance  from  a  national  consensus 
building  entity.  We  believe  that  the 
establishment  of  a  subregulatory  process 
is  necessary  so  that  the  HOP  QDRP 
measures  are  calculated  based  on  the 
most  up-to-date  scientific  and 


consensus  standards.  We  also  recognize 
that  neither  scientific  advances  nor 
updates  to  measure  specifications  made  . 
by  a  consensus  building  entity  are 
linked  to  the  timing  of  regulatory 
actions.  An  example  of  changes  that 
would  prompt  us  to  update  a  measure 
would  be  a  change  in  antibiotic 
selection  and/or  timing  (see  measures 
OP-6  and  OP-7)  based  on  updated 
clinical  guidelines  or  best  practices. 

Therefore,  we  prciposed  that  when  a 
national  consensus  building  entity 
updates  the  measure  specifications  for  a 
measure  that  we  have  adopted  for  the 
HOP  QDRP  program,  we  would  update 
our  measure  specifications  for  that 
measure  accordingly.  We  would  provide 
notification  of  the  measure  specification 
updates  on  the  QualityNet  Web  site, 
http://www.qualitynet.org,  and  in  the 
Specifications  Manual  no  less  than  3 
months  before  any  changes  become 
effective  for  purposes  of  reporting  under 
the  HOP  QDRP.  We  invited  public 
comments  on  this  proposal. 

Comment:  Several  commenters 
supported  issuing  measure  specification 
updates  to  reflect  the  current  standard 
of  care  based  on  scientific  evidence  and 
in  accordance  with  the  latest 
specifications  endorsed  by  a  national 
consensus  organization  through  a 
subregulatory  process.  They  stated  that 
use  of  measures  based  on  the  most  up 
to  date  scientific  evidence  will  best 
ensure  that  patients  receive  high  quality 
and  appropriate  care. 

Response:  We  appreciate  these 
supportive  statements  to  our  proposal 
that  when  a  national  consensus  building 
entity  updates  the  measure 
specifications  for  a  measure  that  we 
have  adopted  for  the  HOP  QDRP 
program,  we  would  update  our  measure 
specifications  for  that  measure 
accordingly  through  a  subregulatory 
process.  National  consensus  building 
entities  issue  changes  of  a  substantive 
nature  to  measures  they  have  endorsed 
which  may  occur  off-schedule  from  the 
rulemaking  cycle,  but  which 
nonetheless  carry  clinical  significance, 
warranting  updates  to  measures  using  a 
subregulatory  process.  This 
subregulatory  process  is  in  addition  to 
the  existing  technical  updates  that  are 
routinely  made  and  posted  to 
QualityNet  and  which  constitute 
technical  business  requirements  for  data 
submission  such  as  updates  to  lCD-9  or 
HCPCS  codes. 

For  measures  that  are  not  endorsed  by 
a  national  consensus  building  entity,  the 
measures  would  be  updated  through  the 
subregulatory  process  based  on 
scientific  advances  as  determined 
necessary  by  CMS.  Once  measures  have 
been  adopted  by  the  HOP  QDRP 
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program  there  is  a  measure  maintenance 
process  that  occurs  where  Technical 
Expert  Panels  that  represent  consensus 
among  affected  parties  review  the 
measure  specifications  and  take  into 
account  changes  in  scientific  evidence 
as  they  evaluate  the  measure 
specifications  and  make 
recommendations  to  refine  them. 
Changes  such  as  this  have  occurred 
using  this  subregulatory  mechanism  to 
date,  and  we  believe  that  it  should 
continue  to  occur  using  this  mechanism. 
Changes  made  in  this  manner  would 
reflect  current  consensus  resulting  from 
changes  in  science  and  clinical 
evidence,  and  changes  in  consensus  for 
which  public  input  is  sought  through  a 
national  consensus  process. 

Comment:  Many  commenters  also 
agreed  that  90  days  notice  prior  to 
implementation  is  sufficient.  One 
commenter  recommended  that  CMS 
consider  issuing  notification  through 
additional  systems  (such  as  CMS 
listserv  groups)  as  well  as  through 
QualityNet  notices  and  regularly 
scheduled  changes  to  the  Specifications 
Manual,  and  to  consider  providing 
notification  about  such  changes  6 
months  prior  to  implementation  rather 
than  3  months. 

Response:  We  will  update  our 
measure  specifications  for  a  measure 
through  a  subregulatory  process 
providing  at  least  3  months  advance 
notice  for  changes.  QualityNet  and  the 
regularly  scheduled  Specifications 
Manual  updates  are  our  primary 
mechanisms  for  communicating  changes 
relating  to  technical  aspects  of  the 
measures  as  well  as  changes  consistent 
with  those  made  as  part  of  endorsement 
status  that  reflect  current  science  and 
consensus.  We  will  investigate 
supplementing  this  communication 
through  other  means  as  well.  We  agree 
that  if  changes  to  measures  result  in 
changes  in  the  data  elements  to  be 
submitted  and,  therefore,  require 
significant  system  changes,  hospitals 
would  require  sufficient  time  to 
accommodate  such  changes,  which  we 
believe  will  be  satisfied  with  6-months 
notice.  However,  if  changes  do  not  affect 
data  elements  to  be  submitted,  we 
intend  to  provide  no  less  than  3  months 
notification  for  the  change,  which  we 
believe  would  be  sufficient. 

Comment:  Numerous  commenters 
urged  CMS  to  utilize  the  rulemaking 
process  to  announce  quality  measure 


changes  and  make  accompanying 
measure  specification  changes.  While 
many  commenters  agreed  that  a 
subregulatory  process  would  be 
appropriate  for  minor  changes,  the 
commenters  expressed  concern  that  use 
bf  a  subregulatory  process  would  not 
afford  hospitals  sufficient  time  to 
consider  substantive  changes  or  new 
measures,  and  that  the  formal  regulatory 
process  should  be  utilized  in  order  to 
provide  an  opportunity  for  public  input 
to  such  changes. 

Response:  We  did  not  propose  to 
adopt  new  measures  using  a 
subregulatory  process.  Rather,  a 
subregulatory  process  will  be  used  in 
order  to  maintain  specifications  for 
existing  quality  measures  to  be 
consistent  with  current  science  and 
consensus  among  affected  parties.  This 
measure  maintenance  process  has 
occurred  using  this  subregulatory 
mechanism  to  date,  and  we  believe  that 
it  should  continue  to  occur  using  this 
mechanism.  Changes  made  in  this 
manner  would  reflect  current  consensus 
resulting  from  changes  in  science  and 
clinical  evidence,  and  changes  in 
consensus  for  which  public  input  is 
sought  through  a  national  consensus 
process.  The  adoption  of  new  outpatient 
measures  will  continue  to  be  through  an 
annual  notice-and-comment  rulemaking 
process.  However,  we  will  provide  a  6- 
month  notice  for  substantive  changes  to 
data  elements  that  will  require 
significant  systems  changes,  such  as  the 
addition  of  required  new  data  elements. 

Comment:  One  commenter  stated  that, 
prior  to  linking  measures  to  outpatient 
payment,  there  should  be  evidence  that 
the  measures  have  an  impact  on  quality 
and  outcome  for  patients  treated  in  the 
outpatient  setting,  and  that  the  services 
measures  should  be  reevaluated  each 
year  so  that  areag  that  are  no  longer  a 
problem  can  be  removed  from  the  list. 

Response:  As  part  of  the  measure 
development  process,  the  HOP  QDRP 
measures  have  undergone  rigorous 
.scrutiny  for  validity  as  indicators  of 
outpatient  quality  of  care.  Measures  that 
are  implemented  in  this  reporting 
program  will  undergo  regular 
reevaluation  every  3  years  as  part  of  the 
measure  maintenance  and  reevaluation 
process.  However,  we  also  may  decide 
upon  reviewing  measures  to  suspend 
measures  from  the  reporting  program, 
and  these  decisions  would  be 
announced  during  the  annual 


rulemaking  process.  While 
improvability  is  an  important  criterion 
for  measure  selection,  we  do  not  limit 
measure  selection  solely  to  areas 
perceived  as  problem  areas. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
the  use  of  the  subregulatory  process 
described  to  ensure  that  the  HOP  QDRP 
measures  are  calculated  based  on  tbe 
most  up-to-date  scientific  and 
consensus  standards.  We  will  continue 
to  release  a  HOPD  Specification  Manual 
every  6  months  and  addenda  as 
necessary  providing  at  least  3  months  of 
advance  notice  for  non-substantive 
changes  such  changes  to  lCD-9  and 
HCPCS  codes  and  at  least  6  months 
notice  for  substantive  changes  to  data 
elements  that  will  require  significant 
systems  changes. 

3.  Possible  New  Quality  Measures  for 
CY  2011  and  Subsequent  Calendar 
Years 

'  In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41542),  we  sought  comment 
on  possible  new  quality  measures  for 
CY  2011  and  subsequent  calendar  years. 
The  following  table  contains  a  list  of  18 
measures  included  within  9  measure 
sets  from  which  additional  quality 
measures  could  be  selected  for  inclusion 
in  the  HOP  QDRP.  This  table  includes 
measures  and  measure  sets  that  are  part 
of  clinical  topics  for  which  we  currently 
do  not  require  quality  measure  data 
reporting,  such  as  cancer.  We  note  that 
we  also  sought  comment  on  some  of 
these  measures  in  the  CY  2008  OPPS/ 
ASC  proposed  rule.  We  sought  public 
comment  on  the  measures  and  measure 
sets  that  are  listed  below  as  well  as  on 
any  possible  critical  gaps  or  missing 
measures  or  measure  sets.  We 
specifically  requested  input  concerning 
tbe  following: 

•  Which  of  the  measures  or  measure 
sets  should  be  included  in  the  HOP 
QDRP  for  CY  2011  or  subsequent 
calendar  years? 

•  What  challenges  for  data  collection 
and  reporting  are  posed  by  the 
identified  measures  and  measure  sets? 

•  What  improvements  could  be  made 
to  data  collection  or  reporting  that  might 
offset  or  otherwise  address  those 
challenges? 

We  solicited  public  comment  on  the 
following  measure  sets  and  measures  for 
consideration  in  CY  2011  and 
subsequent  calendar  years. 
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Measures  Under  Consideration  For  CY  201 1  And  Subsequent  Calendar  Years 


Topic 

Measure 

Cancer  . 

1 

Radiation  Therapy  is  Administered  within  1  Year  of  Diagnosis  for  Women  Under  Age  70  Receiving 
Breast  Conserving  Surgery  for  Breast  Cancer.* 

2 

Adjuvant  Chemotherapy  is  Considered  or  Administered  within  4  Months  of  Surgery  to  Patients  Under 
Age  80  with  AJCC  III  Colon  Cancer.* 

3 

Adjuvant  Hormonal  Therapy  for  Patients  with  Breast  Cancer.* 

4 

Needle  Biopsy  to  Establish  Diagnosis  of  Cancer  Precedes  Surgical  Excision/Resection.* 

ED  Throughput  . 

5 

Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients. 

Diabetes . 

6 

Low  Density  Lipoprotein  Control  in  Type  1  or  2  Diabetes  Mellitus.* 

■  7 

High  Blood  Piessure  Control  in  Type  1  or  2  Diabetes  Mellitus.* 

Falls  . 

8 

Screening  for  Fall  Risk.* 

Depression . 

9 

Antidepressant  Medication  Dunng  Acute  Phase  for  Patients  with  New  Episode  of  Major  Depression.* 

Stroke  &  Rehabilitation . 

10 

Computed  Tomography  (CT)  or  Magnetic  Resonance  Imaging  (MRI)  Reports.* 

11 

Carotid  Imaging  Reports.* 

Osteoporosis . 

12 

Communication  with  the  Physician  Managing  Ongoing  Care  Post  Fracture.* 

13 

Screening  or  Therapy  for  Women  Aged  65  Years  and  Older.* 

14 

Pharmacologic  Therapy.* 

15 

Management  Following  a  Fracture.*  ' 

Medication  Reconciliation . 

16 

Medication  Reconciliation.* 

Respiratory  . 

17 

Asthma  Pharmacological  Therapy.* 

Assessment  of  Mental  Status  for  Community  Acquired  Pneumonia.* 

*  One  of  the  30  measures  included  as  “under  consideration”  in  the  CY  2008  OPPS/ASC  proposed  rule. 


We  welcomed  suggestions  regarding  * 
other  additional  measures  and  topics 
relevant  to  the  hospital  outpatient 
setting  that  we  could  use  to  further 
develop  the  measure  set,  and  indicated 
that  we  were  particularly  interested  in 
receiving  comments  on  potential  HOP 
QDRP  measures  that  could  be  used  to 
measure  the  quality  of  care  in  other 
settings  (such  as  hospital  inpatient, 
physician  office,  and  emergency  care 
settings)  and,  thus,  contribute  to 
improved  coordination  and 
harmonization  of  high-quality  patient 
care. 

Comment:  One  commenter  strongly 
supported  inclusion  of  measure  5, 
Median  Time  from  ED  Arrival  to  ED 
Departure  for  Discharged  ED  Patients. 
The  commenter  believed  that  this 
measure  is  reasonable  for  assessing 
patient  delays  in  receiving  ED  care.  The 
commenter  also  recommended 
inclusion  of  a  companion  measure. 
Median  Time  from  ED  Arrival  to  ED 
Departure  for  Admitted  Patients, 
because  this  measure  assesses 
“boarding”  time  in  the  ED.  This 
measure  was  not  included  in  the  CY 
2009  OPPS/ASC  proposed  rule.  Further, 
the  commenter  suggested  that  these 
measures  be  stratified  by  psychiatric 
population,  ED  observation,  transferred 
patients,  and  all  others. 

Response:  We  thank  the  commenter 
for  its  support  of  the  inclusion  of 
measure  5.  The  Median  Time  from  ED 
Arrival  to  ED  Departure  for  Admitted 
Patients  was  specified  to  collect  data  on 
patients  in  the  inpatient  population  and, 
therefore,  is  not  appropriate  for  the 
outpatient  setting.  In  the  FY  2009  IPPS 
proposed  rule  (73  FR  23652),  we 


solicited  comments  on  this  measure  as 
a  possible  measure  to  be  used  in  the 
RHQDAPU  program  for  FY  2011  and 
subsequent  years.  We  appreciate  the 
suggestion  regarding  the  stratification  of 
the  measure.  We  intend  to  stratify  both 
measures  by  psychiatric,  observation, 
and  transferred  patients,  and  those  other 
patients  who  do  not  meet  the  other 
stratification  criteria. 

Comment:  Several  commenters 
described  the  challenges  for  data 
collection  and  reporting  resulting  from 
the  proposed  measures,  and  stated  CMS 
should  assess  the  amount  of  chart 
review  required  for  different 
populations. 

Response:  We  are  interested  in 
minimizing  the  burden  on  hospitals 
associated  with  data  collection  and 
reporting.  We  have  sought  to  address 
this  by  using  claims-based  measures, 
where  appropriate,  and  we  are 
evaluating  the  use  of  data  from  clinical 
data  registries.  In  the  case  of  the  ED 
timing  measures,  these  data  are 
routinely  collected  by  hospitals 
currently.  In  addition,  we  are  evaluating 
the  potential  for  such  data  to  be 
submitted  electronically  from  hospital 
information  systems.  We  have  assessed 
collection  burden  for  each  measure  as  a 
whole  for  the  global  population.  There 
is  no  additional  burden  of  chart  review 
for  the  stratified  populations,  since 
there  is  no  requirement  for  an  additional 
or  separate  chart  review  for  the  stratified 
populations. 

Comment:  One  commenter  stated  that 
some  of  the  measures  do  not  add  value 
for  consumers,  citing  its  belief  that 
measure  4,  the  percentage  of  time  a 
needle  biopsy  was  used  in  diagnosis. 


has  nothing  to  do  with  an  accurate 
diagnosis  or  appropriate  treatment;  and 
that  measure  16,  the  medication 
reconciliation,  does  not  measure 
medication  errors  or  avoidable  harm. 

Response:  We  believe  that  these 
measures  would  be  of  use  to  consumers. 
Literature  indicates  that  needle  biopsy 
results  in  a  lower  incidence  of  re¬ 
excision,  reduced  number  of  total 
operations,  and  a  shorter  time  to 
complete  surgery  compared  with 
surgical  biopsy.  Medication- 
reconciliation  review  promotes  the 
examination  of  inpatient  and  outpatient 
differences  in  patient  medication,  which 
helps  reduce  medical  errors  and 
supports  the  provision  of  quality  care  to 
patients. 

Comment:  One  commenter  stated  that 
future  measures  should  be  more  specific 
in  terms  of  size,  volume  of  services,  type 
and  level  of  care,  geographical  regions, 
and  electronic  health  record  (EHR)- 
implementation  status.  The  commenter 
also  stated  that  related  measures  should 
be  assessed  for  alignment  across  settings 
or  under  different  conditions. 

Response:  We  appreciate  these 
suggestions  for  possible  future 
consideration.  We  agree  that  alignment 
across  settings  is  an  important  goal. 

Comment:  One  commenter  stated  the 
measures  are  too  similar  to  measures 
used  in  physician  office  setting  and 
should  be  setting  specific.  Other 
commenters  stated  that  several  of  the 
measures  are  better  suited  for  the 
physician  office  rather  than  the  HOPD, 
and  the  measures  should  be  thoroughly 
field  tested  before  implementation. 

Response:  We  believe  that  these 
measures  are  specific  to  the  HOPD 
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because  HOP  QDRP  measures  pertain  to 
services  payable  under  the  OPPS 
system.  These  include  a  variety  of 
hospital  services,  including  ED, 
outpatient  surgery,  and  imaging 
services.  While  we  understand  that 
hospital  outpatient  services,  such  as  in 
a  hospital  outpatient  clinic,  may  appear 
similar  to  the  physician  office  setting, 
these  procedures  and  care  are  furnished 
and  paid  for  at  the  HOPD  level; 
therefore,  accountability  at  this  level  is 
appropriate.  We  agree  that  measures 
should  be  field  tested  before 
implementation,  and  strives  to  do  so 
during  the  measures  development 
process. 

Comment:  Several  commenters  were 
concerned  that  the  measures  proposed 
for  use  in  CY  2011  or  beyond  did  not 
have  full  NQF  endorsement. 

Response:  We  previously  discussed 
the  consensus  requirements  for  the  HOP 
QDRP  program  under  section 
1833tt)(17)(C)  of  the  Act.  Although  we 
prefer  measures  that  represent  voluntary 
consensus  standards,  such  as  provided 
by  NQF-endorsed  measures,  we  also 
take  into  account  other  considerations, 
including  the  availability  of  adequate 
NQF-endorsed  measures,  to  meet 
program  requirements. 

Comment:  Several  commenters 
suggested  additional  measurement 
topics  and  measures  for  future 
implementation  in  the  HOP  QDRP. 
These  included: 

•  Healthcare-associated  infections 

•  MRSA  process  of  care  measures 

•  Cross-cutting  risk-adjusted 
measures 

•  Surgical  site  infection 

•  Appropriate  hair  removal  for 
surgery  patients 

•  Central  line  associated  blood-stream 
infections  and  central  line  bundle 
compliance 

•  Claims  based  measures  of  infections 
after  outpatient  hospital  procedures 

•  Data  and  measures  from  national 
data  registries 

•  High-risk  disease 

•  Post-fracture  care 

•  Acute  and  chronic  pain 
management 

•  Anticoagulant  therapy  safety  and 
education 

•  PQRI  CAD  and  osteoporosis 
measures 

•  Coordination  of  care 

•  ED  AMI  mortality 

•  Severe  sepsis  and  septic  shock 
management  bundle 

•  Confirmation  of  endotracheal  tube 
placement 

'•  Overall  cardiac  care 

•  Use  and  overuse  of  cardiac  CT 

•  Inappropriate  use  of  percutaneous 
cardiac  interventions 


•  Measures  that  can  be  collected  via 
electronic  health  records  (EHRs) 

•  ASC  measures 

Response:  We  appreciate  these 

suggestions  and  will  consider  these 
topic  areas  for  future  implementation. 
We  agree  with  the  importance  of 
actively  working  to  move  to  a  system  of 
data  collection  based  on  submission  of 
data  from  EHRs.  To  this  end,  we  are 
engaged  with  HIT  standards  setting 
organizations  to  promote  the  adoption 
of  the  necessary  standards  for  the  HOP 
QDRP  and  for  quality  measures  for  other 
settings. 

Comment:  Numerous  commenters 
stated  that  CMS  should  only  select 
NQF-endorsed  measures  for  the  HOP 
QDRP,  and  should  work  with  large 
stakeholder  organizations  such  as  HQA, 
PCPI,  AHQA,  AMA,  QASC,  and  IHI  to 
prioritize  measurement  areas  and 
measure  selection.  Commenters 
suggested  other  selection  criteria,  such 
as  national  priority  areas  identified  by 
HHS,  and  called  for  CMS  to  develop  a 
framework  for  the  selection  of  measures 
that  includes  public  input,  priority 
setting,  consultation  with  other  Federal 
agencies,  NQF  endorsement,  field 
testing,  and  staggered  implementation. 
Commenters  also  suggested  that  hospital 
inpatient  measures  adopted  for  the 
RHQDAPU  program  should  be  reviewed 
for  applicability  when  selecting 
measures  for  the  hospital  outpatient 
setting,  and  that  CMS  should  make 
specifications  for  new  hospital 
outpatient  measures  available  for  review 
through  QualityNet  at  the  time  they  are 
proposed. 

Response:  We  discussed  above  the 
requirements  of  section  1833(t)(17)(C)  of 
the  Act.  We  prefer  to  use  measures  that 
have  been  adopted  by  national 
consensus  building  entities  when  such 
measures  are  available  and  adequately 
meet  program  needs.  Our  measure 
selection  is  generally  guided  by 
Departmental  and  CMS  priorities 
supplemented  by  stakeholder  input.  For 
example,  we  are  examining  measures 
currently  used  in  our  reporting 
programs  in  other  settings  for  potential 
applicability  to  the  outpatient  setting 
and  ways  we  can  harmonize  measures 
across  settings.  We  value  stakeholder 
input  which  we  receive  from  a  broad 
range  of  stakeholders.  However, 
ultimately,  measures  are  selected 
through  notice-and-comment 
rulemaking  reflecting  input  ft-om  the 
public  at  large.  The  input  we  consider 
is  not  limited  to  particular  steikeholders 
or  groups  of  stakeholders.  We  will  make 
outpatient  measure  specifications 
available  to  the  public  during  the  public 
comment  period  for  the  proposed  rule 
on  the  CMS  Web  site.  In  future 


proposed  rules,  we  will  provide  the 
Web  site  address  at  which  the  technical 
specifications  for  future  proposed 
measures  will  be  available  during  the 
public  comment  period. 

Comment:  One  commenter  stated  that 
hospital-acquired  condition  (HAC) 
measures  are  not  ready  for 
implementation  in  the  outpatient  setting 
because  care  in  the  outpatient  setting  is 
much  more  varied  and  much  less  life- 
threatening  than  in  the  inpatient  setting 
and  because  coding  is  more  difficult. 
The  commenter  believed  that  HAC 
measures  are  difficult  to  establish  and 
prone  to  subjectivity. 

Response:  We  have  not  proposed  any 
HAC  measures  for  the  HOP  QDRP; 
however,  we  will'consider  the 
commenter’s  concerns  as  we  develop 
proposed  measures  for  CY  2011  and 
subsequent  years. 

Based  on  the  public  comments 
received,  we'  will  consider  the 
recommended  topic  areas  as  we  develop 
new  quality  measures  for  CY  2011  and 
subsequent  calendar  years. 

D.  Payment  Reduction  for  Hospitals 
That  Fail  To  Meet  the  HOP  QDRP 
Requirements  for  the  CY  2009  Payment 
Update 

1.  Background 

Section  1833{t)(17)(A)  of  the  Act, 
which  applies  to  hospitals  as  defined 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
under  section  1833(t)(17)(B)  of  the  Act, 
incur  a  2.0  percentage  point  reduction 
to  their  OPD  fee  schedule  increase 
factor,  that  is,  the  annual  payment 
update  factor.  Section  1833(t)(17)(A)(ii) 
of  the  Act  specifies  that  any  reduction 
would  apply  only  to  the  payment  year 
involved  and  would  not  be  taken  into 
account  in  computing  the  applicable 
OPD  fee  schedule  increase  factor  for  a 
subsequent  payment  year. 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  (73  FR  41542),  we  discussed  how 
the  proposed  payment  reduction  for 
failure  to  meet  the  administrative,  data 
collection,  and  data  submission 
requirements  of  the  HOP  QDRP  will 
affect  the  CY  2009  payment  update 
applicable  to  OPPS  payments  for  HOPD 
services  furnished  by  the  hospitals 
defined  under  section  1886(d)(1)(B)  of 
the  Act  to  which  the  program  applies. 
The  application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  provided 
by  hospitals  that  are  required  to  report 
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outpatient  quality  data  and  that  fail  to 
meet  the  HOP  QDRP  requirements.  All 
other  hospitals  paid  under  the  CY  2009 
OPPS  will  receive  the  full  OPPS 
payment  update  without  the  reduction. 

2.  Reduction  of  OPPS  Payments  for 
Hospitals  That  Fail  To  Meet  the  HOP 
QDRP  CY  2009  Payment  Update 
Requirements 

a.  Calculation  of  Reduced  National 
Unadjusted  Payment  Rates 

The  national  unadjusted  payment 
rates  for  many  services  paid  under  the 
OPPS  equal  the  product  of  the  OPPS 
conversion  factor  and  the  scaled  relative 
weight  for  the  APC  to  which  the  service 
is  assigned.  The  OPPS  conversion  factor 
is  updated  annually  by  the  OPD  fee 
schedule  increase  factor.  The 
conversion  factor  is  used  to  calculate 
the  OPPS  payment  rate  for  services  with 
the  following  status  indicators  (listed  in 
Addendum  B  to  this  final  rule  with 
comment  period):  “P,”  “Ql,”  “Q2,” 
“Q3,”  “R,”  “S,”  “T,”  “V,”  or  “X.”  We 
proposed  that  payment  for  all  services 
assigned  these  status  indicators  would 
be  subject  to  the  reduction  of  the 
national  unadjusted  payment  rates  for 
applicable  hospitals,  with  the  exception 
of  services  assigned  to  New  Technology 
APCs.  While  services  assigned  to  New 
Technology  APCs,  specifically  APCs 
1491  (New  Technology-Level  lA  ($0- 
$10))  through  1574  (New  Technology- 
Level  XXXVII  ($9,500-$10,000)),  are 
assigned  status  indicator  “S”  or  “T,”  the 
payment  rates  for  New  Technology 
APCs  are  set  at  the  midpoint  of  a  cost- 
band  increment,  rather  than  based  on 
the  product  of  the  OPPS  conversion 
factor  and  the  relative  payment  weight. 
Therefore,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41543),  we 
proposed  to  exclude  services  assigned  to 
New  Technology  APCs  from  the  list  of 
services  that  are  subject  to  the  reduced 
national  unadjusted  payment  rates 
because  the  OPD  fee  schedule  increase 
factor  is  not  used  to  update  the  payment 
rates  for  these  APCs.  We  note  that  we 
also  proposed  that  the  reduction  would 
apply  to  brach3i;herapy  sources  for 
which  we  proposed  to  assign  status 
indicator  “U”  (Brachytherapy  Sources. 
Paid  under  OPPS;  separate  APC 
payment).  Subsequent  to  issuance  of  the 
proposed  rule,  Congress  enacted  Public 
Law  110-275  (MIPPA).  Section  142  of 
Public  Law  110—275  specifically 
requires  that  brachytherapy  sources  be 
paid  during  CY  2009  on  the  basis  of 
charges  adjusted  to  cost,  rather  than 
under  the  standard  OPPS  methodology. 
Therefore,  the  reduced  conversion  factor 
would  not  be  applicable  to  CY  2009 
payment  for  brachytherapy  sources 
because  payment  would  not  be  based  on 


the  OPPS  conversion  factor  and, 
consequently,  the  payment  rates  for 
these  services  are  not  updated  by  the 
OPD  fee  schedule  increase  factor.  We 
refer  readers  to  section  VII.  of  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  for  further  discussion 
of  payment  for  brachytherapy  sources. 

Comment:  One  commenter  supported 
the  CMS  proposal  to  not  apply  payment 
and  copayment  reductions  to  New 
Technology  APCs  for  hospitals  that  did 
not  meet  the  requirements  of  the  HOP 
QDRP. 

Response:  We  appreciate  the 
commenter’s  support.  We  believe  that, 
because  New  Technology  APC 
payments  are  set  using  the  cost-band 
methodology  described  above,  the 
statutory  requirement  would  not  apply 
the  reduction  to  these  APCs. 

The  conversion  factor  is  also  not  used 
to  calculate  the  OPPS  payment  rates  for 
separately  payable  services  that  are 
assigned  status  indicators  other  than 
status  indicators  “P,”  “Ql,”  “Q2,” 

“Q3,”  “R,”  “S.”  “T,”  “V,”  or  “X.”  These 
services  include  separately  payable 
drugs  and  biologicals,  separately 
payable  therapeutic 
radiopharmaceuticals ,  pass-through 
drugs  and  devices  and  brachytherapy 
sources  that  are  paid  at  charges  adjusted 
to  cost,  and  a  few  other  specific  services 
that  receive  cost-based  payment.  As  a 
result,  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41543),  with  the 
exception  of  brachytherapy  sources,  we 
also  proposed  that  the  OPPS  payment 
rates  for  these  services  would  not  be 
reduced  because  the  payment  rates  for 
these  services  are  not  calculated  using 
the  conversion  factor  and,  therefore,  the 
payment  rates  for  these  services  are  not 
updated  by  the  OPD  fee  schedule 
increase  factor.  In  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41502),  we 
proposed  prospective  payment  based  on 
median  costs  for  brachytherapy  sources 
and  proposed  to  assign  brachytherapy 
sources  status  indicator  “U”  but, 
subsequent  to  the  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule. 

Congress  enacted  Public  Law  110-275, 
which  further  extended  the  payment 
period  for  brachytherapy  sources  based 
on  a  hospital’s  charges  adjusted  to  cost. 

Comment:  One  commenter  suggested 
that  reducing  payment  and  copayment 
for  pharmacy  services  for  hospitals  that 
fail  to  meet  the  requirements  of  the  HOP 
QDRP  is  excessively  punitive. 

Response:  As  described  above,  the 
market  basket  reduction  would  not 
apply  to  separately  paid  drugs  and 
biologicals  that  are  assigned  status 
indicator  “K”  or  to  therapeutic 
radiopharmaceuticals,  assigned  status 
indicator  “H”  in  this  final  rule  with 


comment  period,  which  are  paid  at 
charges  adjusted  to  cost  for  CY  2009 
based  on  the  provisions  of  section  142 
of  Public  Law  110—275.  The  market 
basket  reduction  for  hospitals  that  fail  to 
meet  the  reporting  requirements  would 
only  apply  to  those  services  whose 
payment  rates  are  calculated  using  the 
conversion  factor. 

The  OPD  fee  schedule  increase  factor, 
or  market  basket  update,  is  an  input  into 
the  OPPS  conversion  factor,  which  is 
used  to  calculate  OPPS  payment  rates. 
To  implement  the  requirement  to  reduce 
the  market  basket  update  for  hospitals 
that  fail  to  meet  reporting  requirements, 
in  the  CY  2009  OPPS/ASC  proposed 
rule,  we  proposed  that,  effective  for 
services  paid  under  the  CY  2009  OPPS, 
CMS  would  calculate  two  conversion 
factors:  A  full  market  basket  conversion 
factor  (that  is,  the  full  conversion 
factor),  and  a  reduced  market  basket 
conversion  factor  (that  is,  the  reduced 
conversion  factor).  It  is  necessary  to 
calculate  a  reduced  market  basket 
conversion  factor  for  hospitals  that  fail 
to  meet  reporting  requirements  because 
section  1833(t)(17)(A)(i)  of  the  Act 
requires  a  reduction  of  2.0  percentage 
points  from  the  market  basket  update  for 
those  hospitals.  (We  implemented  this 
statutory  requirement  in  regulations  at 
42  CFR  419.43(h).)  For  a  complete 
discussion  of  the  calculation  of  the 
OPPS  conversion  factor,  we  refer 
readers  to  section  II.B.  of  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period.  Therefore,  we  proposed  to 
calculate  a  reduction  ratio  by  dividing 
the  reduced  conversion  factor  by  the  full 
conversion  factor.  We  refer  to  this 
reduction  ratio  as  the  “reporting  ratio” 
to  indicate  that  it  applies  to  payment  for 
hospitals  that  fail  to  meet  their  reporting 
requirements.  Beginning  January  1, 

2009,  the  PRICER  will  calculate  reduced 
national  unadjusted  payment  rates  that 
will  be  used  as  a  basis  for  paying 
hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  by 
multiplying  the  national  unadjusted 
payment  rates  by  the  reporting  ratio. 
This  will  result  in  reduced  national 
unadjusted  payment  rates  that  are 
mathematically  equivalent  to  the 
reduced  national  unadjusted  payment 
rates  that  would  result  if  we  multiplied 
the  scaled  OPPS  relative  weights  by  the 
reduced  conversion  factor.  For  CY  2009, 
we  proposed  a  reporting  ratio  of  0.981, 
calculated  by  dividing  the  reduced 
conversion  factor  of  $64,409  by  the  full 
conversion  factor  of  $65,684,  As  stated 
above,  the  use  of  the  reporting  ratio  is 
mathematically  equivalent  to  the 
creation  and  application  of  a  reduced 
conversion  factor  to  the  OPPS  payment 
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weights,.  The  final  CY  2009  reporting 
ratio  is  0.981,  calculated  hy  dividing  the 
reduced  conversion  factor  of  $64,784  hy 
the  full  conversion  factor  of  $66,059. 

To  determine  the  reduced  national 
unadjusted  payment  rates  that  would 
apply  to  hospitals  that  fail  to  meet  their 
quality  reporting  requirements  for  the 
CY  2009  OPPS,  we  will  multiply  the 
final  full  national  unadjusted  payment 
rate  in  Addendum  B  to  this  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  by  the  final  reporting  ratio  of 
0.981.  For  example,  CPT  code  11401 
(Excision,  henign  lesion  including 
margins,  except  skin  tag  (unless  listed 
elsewhere)  trunk,  arms  or  legs;  excised 
diameter  0.6  to  1.0  cm),  i§  assigned  to 
APC  0019,  with  a  final  national 
unadjusted  payment  rate  of  $295.69. 
Where  a  hospital  fails  to  meet  the 
reporting  requirements  of  the  HOP 
QDRP  for  the  CY  2009  payment  update, 
the  reduced  national  unadjusted 
payment  rate  for  that  hospital  would  he 
$290.07  (the  reporting  ratio  of  0.981 
multiplied  by  the  full  national 
unadjusted  payment  rate  for  CPT  code 
11401). 

We  did  not  receive  any  public 
comments  on  our  proposal  for 
determining  the  reduced  national 
unadjusted  payment  rates  that  would 
apply  to  hospitals  that  fail  to  meet  their 
quality  reporting  requirements  for  the 
CY  2009  OPPS. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposal,  without  modification,  to 
apply  the  market  basket  update 
reduction  to  payments  for  all  services 
calculated  using  a  conversion  factor 
through  application  of  the  reporting 
ratio.  The  final  CY  2009  reporting  ratio 
is  0.981,  calculated  by  dividing  the 
reduced  market  basket  conversion  factor 
of  $64,784  by  the  full  market  basket 
conversion  factor  of  $66,059. 

b.  Calculation  of  Reduced  Minimum 
Unadjusted  and  National  Unadjusted 
Beneficiary  Copayments 

Under  the  OPPS,  we  have  two  levels 
of  Medicare  beneficiary  copayment  for 
many  services:  the  minimum 
unadjusted  copayment,  and  the  national 
unadjusted  copayment.  The  minimum 
unadjusted  copayment  is  always  20 
percent  of  the  national  unadjusted 
payment  rate  for  each  separately 
payable  service.  The  national 
unadjusted  copayment  is. determined 
based  on  the  historic  coinsurance  rate 
for  the  services  assigned  to  the  APC. 
Where  the  national  unadjusted 
copayment  is  blank  for  an  item  or 
service  listed  in  Addendum  B  to  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  the  national 


unadjusted  copayment  is  equal  to  the 
minimum  unadjusted  copayment.  In 
general,  under  our  longstanding 
copayment  policy,  the  coinsurance 
percentage  (the  ratio  of  the  copayment 
to  the  service  payment)  for  a  particular 
service  may  decline  over  time  to  a 
minimum  of  20  percent  but  will  never 
increase.  This  is  consistent  with  the 
statute’s  intent  that  eventually  all 
services  paid  under  the  OPPS  would  be 
subject  to  a  20-percent  coinsurance 
percentage.  We  refer  readers  to  section 
1833(t)(3)(B)(ii)  of  the  Act  for  the 
specific  statutory  language.  For 
additional  background  on  the  standard 
OPPS  copayment  calculation,  we  refer 
readers  to  the  CY  2004  OPPS  final  rule 
with  comment  period  (68  FR  63458 
through  63459). 

For  hospitals  that  receive  the  reduced 
OPPS  payinent  for  failure  to  meet  the 
HOP  QDRP  requirements,  we  believe 
that  it  is  both  equitable  and  appropriate 
that  a  reduction  in  the  payment  for  a 
service  should  result  in  proportionately 
reduced  copayment  liability  for 
Medicare  beneficiaries.  Similarly,  we 
believe  that  it  would  be  inequitable  to 
the  beneficiary  and  in  conflict  with  the 
intent  of  the  law  (section 
1833(t)(3)(B)(ii)  of  the  Act)  and  our 
longstanding  policy  (68  FR  63458 
through  63459)  if  the  coinsurance 
percentage  of  the  total  payment  for 
certain  OPPS  services  to  which  reduced 
national  unadjusted  payment  rates 
apply  was  to  increase  as  a  result  of 
using  the  reduced  conversion  factor  to 
calculate  these  reduced  national 
unadjusted  payment  rates.  Therefore,  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41544),  we  proposed  that  the 
Medicare  beneficiary’s  minimum 
unadjusted  copayment  and  national 
unadjusted  copayment  for  a  service  to 
which  a  reduced  national  unadjusted 
payment  rate  applies  would  each  equal 
the  product  of  the  reporting  ratio  and 
the  national  unadjusted  copayment  or 
the  minimum  unadjusted  copayment,  as 
applicable,  for  the  service,  under  the 
authority  of  section  1833(t)(2)(E)  of  the 
Act,  which  authorizes  the  Secretary  to 
“establish,  in  a  budget  neutral  manner, 

*  *  *  adjustments  as  determined  to  be 
necessary  to  ensure  equitable 
payments’’  under  the  OPPS. 

We  considered  calculating  the 
national  unadjusted  copayments  and  the 
minimum  unadjusted  copayments  based 
on  the  reduced  national  unadjusted 
payment  rates,  using  our  standard 
copayment  methodology.  We  found 
that,  in  many  cases,  the  beneficiary’s 
copayment  amount  would  remain  the 
same  as  calculated  based  on  the  full 
national  unadjusted  payment  rate, 
although  the  total  reduced  national 


unadjusted  payment  rate  would  decline 
because  of  the  reduction  to  the 
conversion  factor.  Therefore,  in  these 
cases,  the  ratio  of  the  copayment  to  the 
total  payment  (the  coinsurance 
percentage)  would  increase  rather  than 
decrease  if  we  were  to  calculate 
copayments  based  on  the  reduced 
national  unadjusted  payment  rates.  For 
example,  in  the  case  of  APC  0019  (Level 
I  Excision/Biopsy),  the  full  national 
unadjusted  payment  rate  for  CY  2008  is 
$274.13  and  the  national  unadjusted 
copayment  is  $71.87  or  26  percent  of  the 
full  national  unadjusted  payment  rate 
for  the  APC.  If  the  reduction  were  in 
effect  for  CY  2008,  the  reduced  national 
unadjusted  payment  rate  would  be 
$268.65  but  the  national  unadjusted 
copayment,  if  calculated  under  the 
standard  rules,  would  continue  to  be 
$71.87,  which  represents  27  percent  of 
the  reduced  national  unadjusted 
payment  rate.  We  believe  that  the 
increased  coinsurance  percentage  that 
results  from  this  methodology  is 
contradictory  to  the  intent  of  the  statute 
that  the  coinsurance  percentage  would 
never  increase  and  is  also  contradictory 
to  our  copayment  rules  that  are 
intended  to  gradually  reduce  the 
percentage  of  the  payment  attributed  to 
copayments  until  the  national 
unadjusted  copayment  is  equal  to  the 
minimum  unadjusted  copayment  for  all 
services. 

To  avoid  this  inconsistent  result,  in 
the  CY  2009  OPPS/ASC  proposed  rule 
(73  FR  41544),  we  proposed  to  apply  the 
reporting  ratio  to  the  national 
unadjusted  copayment  and  the 
minimum  unadjusted  copayment  to 
calculate  the  national  unadjusted 
copayments  that  would  apply  to  each 
APC  for  hospitals  that  receive  the 
reduced  CY  2009  OPPS  payment 
update.  This  application  of  the  reporting 
ratio  would  be  to  the  national 
unadjusted  and  minimum  unadjusted 
copayments  as  calculated  according  to 
§  419.41  of  the  regulations,  prior  to  any 
adjustment  for  hospitals’  failure  to  meet 
the  quality  reporting  standards 
according  to  §  419.43(h).  Beneficiaries 
and  secondary  payers  would  thereby 
share  in  the  reduction  of  payments  to 
these  hospitals.  We  believe  that 
applying  this  copayment  calculation 
methodology  for  those  hospitals  that  fail 
to  meet  the  HOP  QDRP  requirements 
would  allow  us  to  appropriately  set  the 
national  unadjusted  copayments  for  the 
reduced  OPPS  national  unadjusted 
payment  rates  and  would  be  most 
consistent  with  the  eventual 
establishment  of  20  percent  of  the 
payment  rate  as  the  uniform 
coinsurance  percentage  for  all  services 
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under  the  OPPS.  In  the  CY  2009  OPPS/ 
ASC  proposed  rule,  we  proposed  to 
revise  §§419.41,  419.42,  and  419.43  to 
reflect  this  policy. 

Comment:  Some  commenters 
supported  the  CMS  proposal  for 
beneficiaries  and  secondary  payers  to 
share  in  the  payment  reduction  for 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements. 

Response:  We  appreciate  the  support 
for  our  proposed  policy.  In  order  to 
ensure  that  beneficieu’ies  and  secondary 
payers  do  not  pay  a  higher  share  of  the 
reduced  payment  that  results  from  a 
hospital’s  failure  to  meet  the  reporting 
requirements,  we  believe  that  a 
copayment  calculation  methodology 
that  applies  the  reporting  ratio  to  the 
national  unadjusted  copayment  and  the 
minimum  unadjusted  copayment  is 
most  appropriate. 

After  consideration  of  the  public 
comments  received,  we  are  finalizing 
our  proposal,  without  modification,  for 
beneficiaries  and  secondary  payers  to 
share  in  the  payment  reduction  for 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements.  We  also  are 
finalizing  our  revisions  to  §§419.41, 
419.42,  and  419.43  of  the  regulations, 
without  modification,  to  reflect  this 
policy. 

c.  Treatment  of  Other  Payment 
Adjustments 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  (73  FR  41544),  we  proposed  that  all 
other  applicable  adjustments  to  the 
OPPS  national  unadjusted  payment 
rates  would  apply  in  those  cases  when 
the  OPD  fee  schedule  iq,crease  factor  is 
reduced  for  hospitals  that  fail  to  meet 
the  requirements  of  the  HOP  QDRP.  For 
example,  the  following  standard 
adjustments  would  apply  to  the  reduced 
national  unadjusted  payment  rates:  The 
wage  index  adjustment;  the  multiple 
procedure  adjustment;  the  interrupted 
procedure  adjustment;  the  rural  sole 
community  hospital  adjustment;  and  the 
adjustment  for  devices  furnished  with 
full  or  partial  credit  or  without  cost.  We 
believe  that  these  adjustments  continue 
to  be  equally  applicable  to  payments  for 
hospitals  that  do  not  meet  the  HOP 
QDRP  requirements. 

Similarly,  we  pToposed  that  outlier 
payments  would  continue  to  be  made 
when  the  criteria  are  met.  For  hospitals 
that  fail  to  meet  the  quality  data 
reporting  requirements,  we  proposed 
that  the  hospitals’  costs  would  be 
compared  to  the  reduced  payments  for 
purposes  of  outlier  eligibility  and 
payment  calculation.  We  believe  no 
changes  in  the  regulation  text  would  be 
necessary  to  implement  this  policy 
because  using  the  reduced  payment  for 


these  outlier  eligibility  and  payment 
calculations  is  contemplated  in  the 
existing  regulations  at  §  419.43(d).  This 
proposal  conforms  to  current  practice 
under  the  IPPS  in  this  regard. 
Specifically,  under  the  IPPS,  for 
purposes  of  determining  the  hospital’s 
eligibility  for  outlier  payments,  the 
hospital’s  estimated  operating  costs  for 
a  discharge  are  compared  to  the  outlier 
cost  threshold  based  on  the  hospital’s 
actual  DRG  payment  for  the  case.  For  a 
complete  discussion  of  the  OPPS  outlier 
calculation  and  eligibility  criteria,  we 
refer  readers  to  section  II.F.  of  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period. 

We  did  not  receive  any  public 
comments  on  this  proposal  and, 
therefore,  are  finalizing  our  proposal 
without  modification. 

E.  Requirements  for  HOPD  Quality  Data 
Reporting  for  CY  2010  and  Subsequent 
Calendar  Years 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66869),  we 
stated  that  in  order  to  participate  in  the 
HOP  QDRP  for  CY  2009  and  subsequent 
calendar  years,  hospitals  must  meet 
administrative,  data  collection  and 
submission,  and  data  validation 
requirements.  Hospitals  that  do  not 
meet  the  requirements  of  the  HOP 
QDRP,  as  well  as  hospitals  not 
participating  in  the  program  and  ^ 
hospitals  that  withdraw  from  the 
program,  will  not  receive  the  full  OPPS 
payment  rate  update.  Instead,  in 
accordance  with  section  1833(t)(17)(A) 
of  the  Act,  those  hospitals  would 
receive  a  reduction  of  2.0  percentage 
points  in  their  updates  for  the  affected 
payment  year. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41544),  for  payment 
determinations  affecting  the  CY  2010 
payment  update,  we  proposed  to 
implement  the  requirements  listed 
below.  Most  of  these  requirements  are 
the  same  as  the  requirements  we 
implemented  for  the  CY  2009  payment 
determination. 

1.  Administrative  Requirements 

To  participate  in  the  HOP  QDRP, 
several  administrative  steps  must  be 
completed.  These  steps  require  the 
hospital  to: 

•  Identify  a  QualityNet  administrator 
who  follows  the  registration  process  and 
submits  the  information  to  the 
appropriate  CMS  designated  contractor. 
All  CMS  designated  contractors  will  be 
identified  on  the  QualityNet  Web  site. 
The  same  person  may  be  the  QualityNet 
administrator  for  both  the  IPPS 
RHQDAPU  program  and  the  OPPS  HOP 
QDRP.  This  designation  must  be  kept 


current  and  must  be  done,  regardless  of 
whether  the  hospital  submits  data 
directly  to  the  CMS  designated 
contractor  or  uses  a  vendor  for 
transmission  of  data. 

•  Register  with  QualityNet  regardless 
of  the  method  used  for  data  submission. 

•  Complete  the  Notice  of 
Participation  form  if  one  has  not  been 
completed  or  if  a  hospital  has 
previously  submitted  a  withdrawal 
form.  We  remind  hospitals  that  they  do 
not  need  to  submit  another  Notice  of 
Participation  form  if  they  have  already 
done  so  and  they  have  not  withdrawn 
from  participation.  At  this  time,  the 
participation,  form  for  the  HOP  QDRP  is 
separate  from  the  IPPS  RHQDAPU 
program  and  completing  a  Notice  of 
Participation  form  for  each  program  is 
required.  Agreeing  to  participate 
includes  acknowledging  that  the  data 
submitted  to  the  CMS  designated 
contractor  will  be  submitted  to  CMS  and 
may  also  be  shared  with  a  different  CMS 
contractor  or  contractors  supporting  the 
implementation  of  the  HOP  QDRP 
program.  For  HOP  QDRP  decisions 
affecting  CY  2010  payment 
determinations,  hospitals  that  share  the 
same  Medicare  Provider  Number  (MPN), 
now  known  as  the  CMS  Certification 
Number  (CCN)  must  complete  a  single 
Notice  of  Participation  form. 

Hospitals  with  a  newly  acquired  CCN 
and  hospitals  that  are  not  participating 
in  the  CY  2009  HOP  QDRP  must  send 
a  completed  paper  copy  of  the  Notice  of 
Participation  form  to  the  appropriate 
CMS  designated  contractor  in  order  to 
participate  in  the  CY  2010  HOP  QDRP. 
Hospitals  with  a  newly  acquired  CCN 
must  submit  a  Notice  of  Participation 
form  no  later  than  30  days  after 
receiving  their  new  provider  CCN. 
Hospitals  that  did  not  participate  or 
withdrew  from  participation  in  the  CY 
2009  HOP  QDRP  must  submit  a  Notice 
of  Participation  form  by  January  31, 

2009  in  order  to  participate  in  the  CY 

2010  HOP  QDRP.  We  proposed  for  CY 

2011  to  implement  an  on-line 
registration  form  and  eliminate  the 
paper  form.  We  invited  public  comment 
on  this  proposed  change. 

Comment:  Commenters  supported  the 
use  of  an  on-line  registration  form. 

Response:  We  thank  these 
commenters  for  their  support  for  our 
proposal  to  use  an  on-line  registration 
form.  We  are  finalizing  the  use  of  an  on¬ 
line  registration  form  with  the 
concomitant  elimination  of  the  paper 
form  for  the  Notice  of  Participation 
requirement  for  CY  2011. 

Hospitals  with  newly  acquired  CCNs, 
as  well  as  hospitals  that  are  not 
participating  in  the  CY  2009  HOP 
QDRP,  that  do  not  properly  submit  a 
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Notice  of  Participation  form  for  CY  2010 
as  described  above  will  be  deemed  as 
non-participatory,  will  not  be  able  to 
submit  data  to  the  OPPS  Clinical 
Warehouse,  and  will  be  deemed  as  not 
meeting  reporting  requirements  under 
the  HOP  QDRP  for  CY  2010.  Hospitals 
that  have  previously  completed  a  Notice 
of  Participation  form  and  subsequently 
wish  to  terminate  participation  in  the 
HOP  QDRP  must  submit  a  withdrawal 
form.  We  did  not  receive  comments  on 
these  proposed  requirements. 

After  consideration  of  the  public 
comments  received  and  as  discussed 
above,  we  are  finalizing  these 
administrative  requirements  as 
proposed. 

2.  Data  Collection  and  Submission 
Requirements 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41545),  we  proposed  that,  to 
be  eligible  for  the  full  OPPS  payment 
update  in  CY  2010,  hospitals  must: 

•  Collect  data  required  for  the  CY 
2010  measure  set  that  are  finalized  in 
this  CY  2009  OPPS/ASC  final  rule  with 
comment  period  and  that  will  be 
published  and  maintained  in  the 
Specifications  Manual  that  can  be  found 
at:  http://www.quaIitynet.org.\Ve 
proposed  that  it  will  not  be  necessary  to 
submit  data  for  all  eligible  cases  for 
some  measures  if  sufficient  eligible  case 
thresholds  are  met.  Instead,  for  those 
measures  where  a  hospital  has  a 
sufficiently  large  number  of  cases,  we 
proposed  that  the  hospital  will  be 
allowed  to  sample  cases  and  submit 
data  for  these  sampled  cases  rather  than 
submitting  data  from  all  eligible  cases. 
We  proposed  that  this  sampling  scheme 
will  be  set  out  inlhe  Specifications 
Manual  at  least  four  months  in  advance 
of  required  data  collection. 

In  addition,  in  order  to  reduce  the 
burden  on  hospitals  that  treat  a  low 
number  of  patients  who  meet  the 
submission  requirements  for  a  particular 
quality  measure,  we  proposed  that 
beginning  with  services  furnished  on  or 
after  January  1 ,  2009,  hospitals  that  have 
five  or  fewer  claims  (both  Medicare  and 
non-Medicare)  for  any  measure 
included  in  a  measure  topic  in  a  quarter 
will  not  be  required  to  submit  patient 
level  data  for  the  entire  measure  topic 
for  that  quarter.  However,  hospitals 
would  still  be  required  to  submit 
aggregate  measure  population  and 
sample  size  counts  for  the  applicable 
measure  topic  as  part  of  their  quarterly 
data  submissions. 

•  Submit  the  data  according  to  the 
data  submission  schedule  that  will  be 
available  on  the  QualityNet  Web  site. 
HOP  QDRP  data  will  continue  to  be 
submitted  through  the  QualityNet 


secure  Web  site  [https:// 
www.qualitynet.org).  This  Web  site 
meets  or  exceeds  all  current  Health 
Insurance  Portability  and 
Accountability  Act  requirements. 
Submission  deadlines  will  be  4  months 
after  the  last  day  of  each  calendar 
quarter  for  measures  finalized  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period.  Thus,  for  example,  the 
submission  deadline  for  data  for 
services  occurring  during  the  first 
calendar  quarter  of  2009  (January-March 
2009)  will  be  August  1,  2009,  and  the 
submission  deadline  for  the  second 
calendar  quarter  of  2009  (April-June 
2009)  will  be  November  1,  2009. 

•  Submit  data  to  the  OPPS  Clinical 
Warehouse  using  either  the  CMS 
Abstraction  and  Reporting  Tool  for 
Outpatient  Department  measures 
(CART-OPD)  or  the  tool  of  a  third-party 
vendor  that  meets  the  measure 
specification  requirements  for  data 
transmission  to  QualityNet.  We 
proposed  that  hospitals  must  submit 
quality  data  through  the  QualityNet 
Web  site  to  the  OPPS  Clinical  / 
Warehouse:  a  CMS-designated 
contractor  will  submit  OPPS  Clinical 
Warehouse  data  to  CMS.  Under  current 
implementation,  OPPS  Clinical 
Warehouse  data  are  not  considered  QIO 
data.  However,  it  is  possible  that  the 
information  in  the  OPPS  Clinical 
Warehouse  may  at  some  point  be 
considered  QIO  information.  If  this 
occurs,  OPPS  Clinical  Warehouse  data 
may  become  subject  to  the  stringent  QIO 
confidentiality  regulations  in  42  CFR 
Part  480. 

We  proposed  that  hospitals  are  to 
submit  data  under  the  HOP  QDRP  on 
outpatient  episodes  of  care  to  which  the 
required  measures  apply.  For  the 
purposes  of  the  HOP  QDRP,  an 
outpatient  episode-of-care  is  defined  as 
care  provided  to  a  patient  who  has  not 
been  admitted  as  an  inpatient  blit  who 
is  registered  on  the  hospital’s  medical 
records  as  an  outpatient  and  receives 
services  (rather  than  supplies  alone) 
directly  from  the  hospital.  Every  effort 
will  be  made  to  assure  that  data 
elements  common  to  both  inpatient  and 
outpatient  settings  are  defined 
consistently  (such  as  “time  of  arrival”). 

To  be  accepted  by  the  CMS 
designated  contractor,  submissions 
would,  at  a  minimum,  need  to  be 
timely,  complete,  and  accurate.  Data 
submissions  are  considered  to  have 
been  “timely”  when  data  are  submitted 
prior  to  the  reporting  deadline  and  have 
passed  all  CMS  designated  contractor 
edits.  A  “complete”  submission  is 
determined  based  on  sampling  criteria 
that  will  be  published  and  maintained 
in  the  Specifications  Manual  to  be 


found  on  the  Web  site  at  http:// 
www.qualitynet.org,  and  must 
correspond  to  both  the  aggregate 
number  of  cases  submitted  by  a  hospital 
and  the  number  of  Medicare  claims  it 
submits  for  payment.  To  be  considered 
“accurate,”  submissions  must  pass 
validation,  if  applicable. 

•  Submit  the  aggregate  numbers  of 
outpatient  episodes  of  care  which  are 
eligible  for  submission  under  the  HOP 
QDRP.  These  aggregated  numbers  of 
outpatient  episodes  would  represent  the 
number  of  outpatient  episodes  of  care  in 
the  universe  of  all  possible  cases  eligible 
for  data  reporting  under  the  HOP  QDRP. 
We  plan  to  use  the  aggregate  population 
and  sample  size  data  to  assess  data 
submission  completeness  and 
adherence  to  sampling  requirements  for 
Medicare  and  non-Medicare  patients. 

Comment:  One  commenter  asked 
what  authority  or  rationale  CMS  had  to 
require  the  submission  of  non-Medicare 
population  counts.  Some  commenters 
questioned  the  requirement  to  submit 
aggregate  Medicare  population  figures 
as  CMS  has  this  information  fi:om 
submitted  Medicare  claims.  Some 
commenters  stated  that  there  was  no 
demonstrable  reason  that  aggregate 
population  data  are  meaningful  for 
quality  improvement.  Several 
commenters  stated  that  the  submitting 
of  aggregate  numbers  of  outpatient 
episodes  of  care  is  resource  intensive. 
One  commenter  stated  that  because 
outpatient  billing  is  not  as  standardized 
and  structured  as  inpatient  billing, 
without  further  field-testing  to  address 
the  problem  with  population 
identification  counts,  unintended 
consequences  with  the  reporting  of 
incomplete  and  inaccurate  data  will 
result.  One  commenter  suggested  that, 
due  to  time  required  to  recount  cases 
with  information  systems  limitations,  a 
10-percent  variance  be  considered. 

Response:  Our  authority  for  proposing 
that  hospitals  submit  aggregate 
population  data  is  found  in  section 
1833(t)(17)(A)  of  the  Act,  which  applies 
to  hospitals  as  defined  under  section 
1886(d)(1)(B)  of  the  Act.  That  provision 
states  that  subsection  (d)  hospitals  that 
do  not  report  data  required  for  the 
quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  will  not 
receive  the  full  payment  rate  update.  We 
have  stated  that  we  intended  to  model 
the  HOP  QDRP  after  the  RHQDAPU 
program  for  hospital  inpatient  services. 
The  RHQDAPU  program  requires 
hospitals  to  comply  with  CMS/Joint 
Commission  sampling  requirements  for 
submitting  data.  These  requirements 
require  hospitals  to  submit  a  random 
sample  or  a  population  count  of  their 
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caseloads  for  RHQDAPU  program 
measures  for  both  Medicare  and  non- 
Medicare  patients.  We  do  not  currently 
have  any  patient  population  counts  for 
non-Medicare  patients.  Because  we  do 
not  have  patient  population  counts  for 
non-Medicare  patients,  we  believe  that 
this  information  would  help  us  to  better 
assess  the  completeness  of  hospital 
submitted  HOP  QDRP  data  for  all 
treated  patients.  It  is  important  to  know 
how  complete  measurements  are  while 
considering  them  for  quality 
improvement  efforts  or  as  results  of 
quality  improvement  interventions. 
Further,  the  HOP  QDRP  measures  are 
intended  to  provide  the  public  with 
information  on  all  patients  treated  in  the 
outpatient  hospital  setting,  including 
both  Medicare  and  non-Medicare 
patients.  We  proposed  to  have  hospitals 
report  aggregate  Medicare  populations 
and  sampling  figures  in  order  to  assess 
whether  hospitals  are  conducting 
appropriate  sampling  to  what  they 
believe  their  respective  populations  by 
measure  to  be. 

However,  we  understand  that 
outpatient  data  systems  are  more 
disparate  and  varied  than  inpatient  data 
systems.  We  also  realize  that,  in  some 
cases,  considerable  effort  has  been 
required  in  order  for  a  hospital  to  he 
able  to  determine  how  many  patients  it 
has  w'ho  have  received  care  meeting 
specifications.  We  are  aware  that  there 
have  been  issues  with  translating  HOP 
QDRP  measure  specifications  to  some 
hospital  outpatient  data  systems.  We 
acknowledge  that  there  are  issues  with 
determining  population  counts  based 
upon  some  existing  measure 
specifications  and  share  concerns 
regarding  unintended  consequences  due 
to  the  reporting  of  incomplete  and 
inaccurate  information.  Therefore,  we 
are  making  the  reporting  of  aggregate 
population  figures  voluntary  (Medicare 
and  non-Medicare)  and  not  a 
requirement  for  payment  decisions 
affecting  the  CY  2010  payment  update. 
We  emphasize  that  we  are  making  this 
requirement  voluntary  only  for  data 
reported  for  CY  2009  to  be  used  for  the 
CY  2010  payment  update.  We  intend  to 
check  reporting  of  Medicare  claims  in 
order  to  supply  information  to  hospitals 
on  their  efforts  to  fully  collect  quality 
measure  data  on  all  eligible  Medicare 
cases,  but  will  not  make  any  payment 
decisions  affecting  the  CY  2010 
payment  update  contingent  on  any 
comparisons  made  of  CMS  and 
population  figures  supplied  voluntarily 
by  hospitals. 

Comment:  Several  commenters 
supported  CMS’  proposal  to  allow 
hospitals  that  have  five  or  fewer  claims 
(both  Medicare  and  non-Medicare)  for 


any  measure  included  in  a  measure 
topic  in  a  quarter  to  not  be  required  to 
submit  patient  level  data  for  the  entire 
measure  topic  for  that  quarter.  The 
commenters  believed  that  this  approach 
is  a  sensible  way  to  reduce  the  reporting 
burden  on  hospitals  with  a  very  small 
number  of  cases.  However,  commenters 
believed  that  hospitals  should  always  be 
able  to  voluntarily  report  on  quality 
measures  if  they  want  to  do  so. 

Response:  We  appreciate  the 
commenters’  support.  This  proposal 
strives  to  minimize  the  reporting  burden 
for  hospitals  with  small  patient 
caseloads.  We  welcome  voluntary  data 
submission  by  hospitals  with  smaller 
than  the  minimum  number  of  cases.  As 
we  discussed  above,  the  reporting  of 
population  figures  by  all  hospitals  will 
be  voluntary. 

Comment:  One  commenter  suggested 
that  the  minimum  number  of  claims  to 
exempt  a  hospital  from  reporting  be 
raised  to  10  claims  per  quarter  because 
10  is  still  a  small  sample  and  should  not 
be  used  to  determine  the  annual 
payment  update,  nor  be  publicly 
reported  when  a  statistical  sample  size 
is  greater  than  25. 

Response:  We  selected  more  than  5 
cases  per  quarter  (more  than  20  cases 
per  year)  as  the  minimum  threshold  to 
ensure  that  the  vast  majority  of  hospitals 
with  sufficient  caseload  would  be 
required  to  submit  data,  while  easing 
the  burden  on  hospitals  whose  patient 
counts  were  too  small  to  reliably  predict 
hospital  performance.  We  have  selected 
a  quarterly  basis  for  the  minimum 
threshold  as  data  reporting  requirements 
are  on  a  quarterly  basis.  We 
acknowledge  that  there  may  be  some 
hospitals  that  may  have  smaller, 
fluctuating  case  number  such  that  there 
are  less  than  five  cases  one  quarter  and 
more  than  5  another,  but  believe  that 
these  hospitals  will  be  few.  We  believe 
that  hospital  level  performance  can  be 
reliably  estimated  with  20  to  30  cases 
reported  annually,  consistent  with 
commonly  used  statistical  sampling 
practice  (for  reference,  see  Wilson  Van 
Voorhis,  Carmen  R.  and  Morgan,  Betsey 
L.  (2007)  TJnderstanding  Power  and 
Rules  of  Thumb  for  Determining  Sample 
Sizes,  Tutorials  in  Quantitative  Methods 
for  Psychology,  volume  3(2),  pages  43  to 
50).  We  believe  that  the  more  than  five 
cases  quarterly  threshold  is  a  fair, 
consistent,  and  easily  understandable 
requirement  that  would  not  reduce  the 
amount  of  reliable  data  publicly 
reported.  It  is  likely  that  the  vast 
majority  of  hospitals  affected  by  this 
requirement  would  not  have  sufficient 
annual  caseload  for  us  to  publicly  report 
their  data.  We  also  chose  the  more  than 
five  cases  quarterly  threshold  to  be 


consistent  with  the  RHQDAPU  program 
for  reporting  hospital  inpatient  quality 
measure  data. 

Comment:  One  commenter  argued 
that,  if  the  proposed  imaging  measures 
were  adopted,  these  data  should  be 
submitted  at  the  patient  level,  regardless 
of  whether  or  not  the  hospital  has  five 
or  fewer  claims  for  a  measure  within  a 
certain  set. 

Response:  The  proposed  imaging 
measures  are  Medicare  claim-based 
measures.  Therefore,  we  anticipate  that 
hospitals  (regardless  of  the  number  of 
claims  for  a  measure  within  a  certain 
measure  set)  will  submit  claims  for 
these  services  because  they  will  want  to 
receive  Medicare  payment.  Because  we 
proposed  to  calculate  these  measures 
using  CY  2008  Medicare  claims  data,  we 
would  expect  that  most  of  such  claims 
have  been  submitted  for  payment. 

Comment:  Some  commenters  that 
supported  CMS’  proposal  to  allow 
hospitals  that  have  five  or  fewer  claims 
(both  Medicare  and  non-Medicare)  for 
any  measure  included  in  a  measure 
topic  in  a  quarter  to  not  be  required  to 
submit  patient  level  data  for  the  entire 
measure  topic  for  that  quarter  believed 
that  these  hospitals  should  also  be 
exempt  from  reporting  their  aggregate 
population  numbers.  The  commenters 
believed  the  administrative  burden  of 
determining  these  numbers  for 
outpatient  encounters  was  so  difficult 
that  exempting  hospitals  due  to  low 
volume  did  little  to  reduce  burden  if 
efforts  to  prove  small  numbers  were  still 
required  and  suggested  methods  for 
CMS  to  deem  hospitals  as  small  volume, 
for  example,  based  upon  Medicare 
claims.  Some  of  these  commenters 
suggested  the  criteria  should  be  number 
of  cases  per  year  rather  than  number  of 
cases  per  quarter.  Several  commenters 
argued  that  these  hospitals  should  be 
exempt  from  reporting  aggregate 
population  figures  because  hospitals 
that  may  never  report  quality  data 
would  still  have  to  establish  a 
mechanism  to  identify  their  patient 
populations  every  quarter. 

Response:  We  thank  these 
commenters  for  expressing  their 
concerns  regarding  burden  to  small 
hospitals.  As  discussed  above,  for  the 
CY  2010  payment  update,  we  are  not 
requiring  the  submission  of  aggregate 
population  figures,  either  Medicare  or 
non-Medicare,  in  this  final  rule  with 
comment  period,  although  hospitals 
may  voluntarily  submit  such  data.  We 
may  address  this  issue  in  a  future 
rulemaking  as  hospital  outpatient  data 
systems  and  measure  specifications 
mature  and  improve. 

Comment:  One  commenter  expressed 
the  view  that  technical  limitations  of 
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QualityNet  require  further  evaluation 
and  review.  The  commenter  also 
recommended  that  the  same  processes 
be  used  for  both  the  inpatient  and 
outpatient  programs  rather  than  creating 
a  separate  system  and  warehouse 
because  the  commenter  believed  that 
adding  a  second  Web  site  and  different 
timelines  will  have  negative 
repercussions  for  the  hospitals. 

Response:  We  have  made  recent 
improvements  to  the  infrastructure  to 
process  data  submitted  by  hospitals, 
such  as  procuring  additional  bandwidth 
to  accommodate  increased  data  flow. 

We  believe  that  the  processes  for  the 
inpatient  and  outpatient  programs  are 
consistent,  and  the  official  information 
source  for  the  two  programs  is  a  single 
Web  site;  http://www.qualitynet.org. 
There  are  circumstances  that  require 
operational  separation  of  the  two 
programs.  It  is  necessary  to  have 
separate  data  collection  tools  for  the  two 
programs  because  the  two  programs  are 
on  separate  payment  cycles  with 
corresponding  data  cycles.  The 
inpatient  hospital  payment  system 
operates  on  a  fiscal  year  basis  beginning 
in  October  and  the  outpatient  payment 
system  operates  on  a  calendar  year  basis 
beginning  with  January.  In  addition,  due 
to  funding  issues  under  initial 
implementation,  the  inpatient  and 
outpatient  data  systems  had  to  be  kept 
separate.  We  will  consider  these 
comments  in  the  future  and  thank  the 
commenter  for  its  suggestion  for 
improving  processes  under  the  HOP— 
QDRP. 

Comment:  Some  commenters 
expressed  concerns  regarding  the 
difering  submission  deadlines  for 
HOP-QDRP  and  RHQDAPU  program 
data.  Some  commenters  objected  to 
what,  in  their  view,  was  a  submission 
timeline  that  is  15  days  earlier  than  the 
current  inpatient  time  line. 

Response:  It  is  necessary  to  separate 
thejdata  submission  schedules  to  ease 
the  burden  on  the  data  warehouse 
infrastructure,  preventing  data  delays  as 
much  as  possible.  The  data  collection 
timeline  under  initial  implementation  of 
the  HOP-QDRP  was  set  to  allow  as 
much  time  as  possible  for  hospitals  to 
comply  with  data  reporting 
requirements  for  any  decision? 
regarding  whether  or  not  a  hospital 
would  receive  the  full  CY  2009  payment 
update.  The  HOP-QDRP  quarterly  data 
reporting  deadline  of  4  months 
following  the  last  quarterly  discharge 
date  is  necessary  to  provide  CMS  with 
more  time  to  process  the  data  and 
provide  hospitals  with  earlier  feedback 
about  their  quality  measures  for 
improvement  work.  Based  on  previous 
experience  with  the  RHQDAPU 


program,  CMS  believes  that  this 
timeframe  provides  hospitals  with 
sufficient  time  to  identify  and  abstract 
the  data.  November  1  is  the  latest  date 
that  we  can  accept  HOP-QDRP  data  and 
still  compile  a  list  of  reporting  hospitals 
to  make  payment  decisions  toward  the 
upcoming  calendar  year  payment 
update:  the  rest  of  the  reporting 
schedule  follows  from  this  date.  For  the 
RHQDAPU  program,  the  quarterly  data 
reporting  deadline  is  4.5  months  after 
the  end  of  the  preceding  quarter  (the 
exact  dates  are  posted  on  the  QualityNet 
Web  site).  The  4.5  month  RHQDAPU 
program  time  lag  was  chosen  in  order  to 
allow  hospitals  sufficient  time  to  submit 
data  to  The  Joint  Commission  before 
submitting  data  to  CMS.  The  majority  of 
hospitals  also  submit  data  for  many 
RHQDAPU  measures  to  The  Joint 
Commission,  and  their  data  submis.sion 
deadline  is  approximately  4  months 
after  the  end  of  the  preceding  quarter. 

After  consideration  of  the  public 
comments  received  and  as  discussed  in 
the  above  responses  to  those  comments, 
we  are  adopting  as  final  the  proposed 
data  collection  and  submission 
requirements  with  modifications.  We 
are  finalizing  that  hospitals  that  have 
five  or  fewer  cases  (both  Medicare  and 
non-Medicare)  for  any  measure 
included  in  a  measure  topic  will  not  be 
required  to  submit  patient  level  data  for 
that  entire  measure  topic  for  that 
quarter:  however,  these  hospitals  may 
voluntarily  submit  these  data.  We  are 
not  requiring  the  submission  of 
aggregate  population  figures.  Medicare 
or  non-Medicare,  for  data  reported  for 
CY  2009  in  order  to  receive  the  full  CY 
2010  payment  update,  although 
hospitals  may  voluntarily  submit  these 
data. 

3.  HOP  QDRP  Validation  Requirements 

a.  Data  Validation  Requirements  for  CY 
2010 

Validation,  as  discussed  in  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66871),  is 
intended  to  provide  assurance  of  the 
accuracy  of  the  hospital  abstracted  data. 
A  data  validation  requirement  was  not 
implemented  for  purposes  of  the  CY 

2009  annual  payment  update.  In  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41546),  we  proposed  to  implement 
validation  requirements  that  would 
apply  beginning  with  the  CY  2010 
payment  determinations. 

Specifically,  we  proposed  to 
randomly  select,  per  year,  50  patient 
episodes  of  care  that  a  hospital 
successfully  submitted  to  the  OPPS 
Clinical  Warehouse  for  the  relevant  time 
period  and  validate  those  data  by 


requesting  that  the  hospital  send  the 
supporting  medical  record 
documentation  that  corresponds  to  each 
selected  episode  to  a  CMS  contractor 
within  30  calendar  days  of  the  date  of 
the  request.  The  CMS  contractor  would 
then  independently  reabstract  quality 
measure  data  elements  from  those 
records,  compare  the  reabstracted  data 
to  the  data  originally  submitted  by  the 
hospital,  and  provide  feedback  to  each 
hospital  on  the  results  of  the 
reabstraction. 

We  proposed  to  validate  data  reported 
beginning  with  January  2009  episodes  of 
care  to  be  used  for  CY  2010  payment 
determinations. 

Unlike  the  IPPS  RHQDAPU  program, 
where  we  validate  data  for  each 
participating  hospital  each  quarter  (for  a 
total  ofi^O  cases  per  year),  we  proposed 
to  not  validate  data  submitted  by  every 
hospital  participating  in  the  HOP  QDRP 
every  year.  Instead,  we  proposed  to 
validate  data  from  800  randomly 
selected  hospitals  (approximately  20 
percent  of  all  participating  HOP  QDRP 
hospitals)  each  year.  In  other  words, 
only  800  participating  HOP  QDRP 
hospitals  will  have  their  data  validated 
each  year.  However,  we  noted  that, 
because  the  800  hospitals  will  be 
selected  randomly,  every  HOP  QDRP- 
participating  hospital  will  be  eligible 
each  year  for  validation  selection.  We 
believe  that  the  approach  of  validating 
a  larger  number  of  cases  per  hospital 
will  produce  a  more  reliable  estimate  of 
whether  that  hospital’s  data  has  been 
submitted  accurately  and  will  provide 
more  reliable  estimates  of  measure  level 
data. 

For  calculation  of  a  hospital’s 
validation  score,  we  proposed  that 
percent  agreement  for  each  calculated 
clinical  measure  rather  than  for  the 
individual  data  elements  would  be 
calculated.  Due  to  the  contingent  nature 
of  data  elements  comprising  quality 
measures,  a  mismatch  of  a  few  data 
elements  can  result  in  the  elimination  of 
subsequent  data  elements  from  the  data 
abstraction  process.  Thus,  while  the 
quality  measure  calculation  can  match, 
a  low  validation  score  based  upon  level 
of  data  element  match  can  occur. 
Calculating  match  rates  at  the  quality 
measure  level  obviates  the  issue  of  low 
validation  scores  at  the  data  element 
level  and  also  validates  the  data  as  they 
are  publicly  reported,  that  is,  at  the 
measure  level.. 

To  receive  the  full  OPPS  payment  rate 
update,  we  proposed  that  hospitals  must 
pass  our  validation  requirement  of  a 
minimum  of  80  percent  reliability, 
based  upon  our  validation  process,  for 
the  designated  time  periods.  In  addition, 
we  proposed  that  an  upper  bound  of  95 
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percent  confidence  interval  to  measure 
accuracy  would  be  used. 

The  methodology  we  proposed  to  use 
for  calculating  the  confidence  intervals 
under  the  HOP  QDRP  is  the 
methodology  currently  utilized  for  the 
IPPS  RHQDAPU  program.  We  anticipate 
estimating  the  percent  reliability  based 
upon  a  review  of  submitted 
documentation  and  then  calculating  the 
upper  95  percent  confidence  limit  for 
that  estimate.  If  that  upper  limit  is  above 
the  required  80  percent  reliability 
threshold,  we  proposed  to  consider  the 
hospital’s  data  “validated”  for  payment 
update  purposes  for  CY  2010.  We 
proposed  to  use  the  design  specific 
estimate  of  the  variance  for  the 
confidence  inter\'al  calculation,  which, 
in  this  case,  is  a  single  stage  cluster 
sample,  with  unequal  cluster  sizes.  (For 
reference,  see  Cochran,  William  G. 

(1977)  Sampling  Techniques,  John 
Wiley  &  Sons,  New  York,  chapter  3, 
section  3.12.)  Each  sampled  medical 
record  is  considered  as  a  cluster  for 
variance  estimation  purposes,  as 
documentation  and  abstraction  errors 
are  believed  to  be  clustered  within 
specific  medical  records. 

We  solicited  comment  on  this 
validation  methodology,  and  stated  our 
belief  that  this  approach  is  a  reliable 
process  that  is  suitable  for  the  HOP 
QDRP.  We  also  noted  that  we  are 
considering  whether  to  propose  a 
similar  approach  for  the  RHQDAPU 
program  in  future  years.  We  also  stated 
that  CMS  continues  to  study  approaches 
to  improve  its  quality  data  reporting 
program,  and  aligning  the  RHQDAPU 
program  and  HOP  QDRP  validation 
approaches  in  the  future  is  one  possible 
area  of  improvement. 

After  careful  consideration  of  the 
following  comments  received,  and  as 
discussed  more  fully  below,  we  are 
adopting  a  voluntary  test  validation 
program,  the  results  of  which  will  not 
affect  the  CY  2010  payment  update  for 
any  hospital.  Under  this  program,  we 
intend  to  conduct  a  test  validation  using 
a  random  sample  of  approximately  800 
hospitals,  sampling  50  or  less  patient 
episodes  of  care  per  hospital  ft-om  data 
submitted  to  the  OPPS  Clinical 
Warehouse  for  the  relevant  time  period. 
Participation  in  the  test  validation  for 
CY  2010  is  voluntary  for  hospitals,  and 
CMS  encourages  hospital  participation 
to  learn  about  their  data  abstraction 
accuracy. 

Comment:  Some  commenters 
supported  the  proposed  validation 
methodology  contingent  on  the 
incorporation  of  additional  conditions. 
Some  commenters  proposed  that  a  test 
validation  be  done  for  each  hospital, 
either  for  the  first  year  of  validation  or 


prior  to  the  first  year  using  a  smaller 
sample,  such  as  5  patient  episodes  of 
care  per  hospital,  and  done  with 
sufficient  time  so  that  hospitals  could 
learn  from  any  mistakes.  One 
commenter  suggested  that  this  “test”  _ 
validation  be  done  using  second  quarter 

2008  data.  Other  commenters 
recommended  that  the  first  validation 
done  be  considered  a  “test  run,”  tying 
validation  to  payment  determinations  in 
CY  2011. 

Response:  We  thank  the  commenters 
for  these  suggestions.  We  acknowledge 
the  need  for  hospitals  to  gain  experience 
with  any  validation  process  for  HOP 
QDRP  data  collection.  After 
consideration  of  the  public  comments 
received,  we  are  adopting  a  voluntary 
test  validation  program,  the  results  of 
which  will  not  affect  the  CY  2010 
payment  update  for  any  hospital.  Under 
this  program,  we  intend  to  conduct  a 
test  validation  using  a  random  sample  of 
approximately  800  hospitals,  sampling 
50  or  less  patient  episodes  of  care  per 
hospital  from  data  submitted  to  the 
OPPS  Clinical  Warehouse  for  the 
relevant  time  period.  We  intend  to 
utilize  data  beginning  with  January  1, 

2009  patient  episodes  of  care.  We  will 
validate  those  data  by  requesting  that 
the  hospital  voluntarily  send  the 
supporting  medical  record 
documentation  that  corresponds  to  each 
selected  episode-of-care  to  a  CMS 
contractor  within  30  calendar  days  of 
the  date  of  the  request.  The  CMS 
contractor  will  independently  reabstract 
quality  measure  data  elements  from 
those  records,  compare  the  reabstracted 
data  to  the  data  originally  submitted  by 
the  hospital  and  provide  feedback  to 
each  sampled  hospital  on  the  results  of 
the  reabstraction.  We  will  utilize  a 
measure  match  approach.  We  intend  to 
calculate  confidence  intervals  for  data 
validated  for  feedback  purposed,  but 
will  not  require  the  passing  of  any 
validation  threshold  for  purposes  of  the 
CY  2010  update.  We  intend  to  provide 
additional  feedback  to  all  hospitals 
participating  in  the  HOP  QDRP  in  a 
manner  that  does  not  identify 
individual  hospitals  or  hospital 
information  in  any  way.  Hospitals  are 
encouraged  to  participate  in  any 
validation  efforts  undertaken  so  that  the 
information  gleaned  can  be  used  toward 
improving  their  and  other  hospitals’ 
data  abstraction  and  collection 
processes.  We  plan  to  propose  a 
validation  program  for  the  CY  2011 
payment  update  in  our  CY  2010  OPPS/ 
ASC  proposed  rule. 

Comment:  Many  commenters 
supported  the  proposed  validation 
process  and  agreed  with  the  approach  of 
validating  the  measure  rates  rather  than 


the  data  element  rate.  The  commenters 
cited  various  reasons  for  supporting  the 
proposed  validation  process,  stating  that 
it  was  a  reasonable  approach  to  ensure 
accuracy,  would  provide  a  more 
accurate  picture  of  performance,  and 
was  an  improvement  of  the  inpatient 
validation  process.  One  commenter 
agreed  with  the  proposed  validation 
approach  using  a  sample  of  hospitals  as 
long  as  lessons  learned  are  shared  with 
hospitals  in  a  timely  manner.  Some 
commenters  expressed  appreciation  for 
providing  time  for  hospitals  to 
implement  quality  measures  and  work 
on  their  performance  data  before 
validation  and  public  reporting  occur. 

Some  commenters  requested  more 
detail  with  regard  to  the  selection 
process  for  the  sampled  hospitals,  the 
notification  process,  or  the  actual 
validation  process.  Some  commenters 
urged  that  the  selection  process  be 
totally  random  and  unbiased.  Another 
commenter  stated  that  hospitals  should 
also  continue  to  validate  their  own  data 
for  overall  accuracy  and  for  abstractor 
accuracy  because  the  integrity  of  the 
data  is  critical.  Several  commenters 
recommended  that  the  timeft'ame  to 
provide  the  information  for  validation 
be  established  as  60  days  rather  than  30 
days  to  allow  additional  time  to  retrieve, 
duplicate,  and  submit  records.  A  few 
commenters  believed  that  hospitals 
selected  for  validation  in  one  year  be 
excluded  firom  the  validation  pool  for 
some  specified  time,  for  example,  1  to 
2  years,  or  should  be  selected  no  more 
than  twice  in  5  years  based  upon  a 
criteria,  such  as  there  being  no 
identified  errors  or  passing  at  the  80- 
percent  level  with  those  not  meeting  the 
criteria  being  subject  to  potential 
selection  again  the  following  year.  One 
commenter  believed  that,  for  there  to  be 
no  bias  in  the  selection  methodology, 
statistically  speaking,  a  hospital  should 
not  be  selected  2  years  in  a  row.  Some 
commenters  asked  that  CMS  indicate 
how  the  proposed  validation  approach 
would  be  applied  for  measures 
calculated  from  claims  data.  Many 
commenters  recommended  using  a 
similar  validation  approach  for  the 
RHDQAPU  program.  Some  commenters 
recommended  that  the  proposed  HOP 
QDRP  approach  be  used  for  all  Medicare 
quality  measure  data  reporting 
programs,  including  the  PQRI. 

One  commenter  did  not  agree  with 
validation  of  a  larger  number  of  cases, 
though  all  hospitals  are  eligible.  The 
commenter  was  concerned  that  if  not  all 
hospitals  are  validated  on  a  regular 
basis,  this  could  lead  to  lower 
standards,  that  50  charts  would  unduly 
burden  smaller  hospitals,  and  supported 
the  first  alternative  approach  for 
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validation  requiring  20  charts  per  year 
for  each  hospital.  Commenters 
expressed  concerns  about  current 
factors  that  could  adversely  affect 
validation.  One  concern  was  that  CPT 
and  E&M  codes  were  being  required  to 
be  part  of  documentation  required  for 
submission  for  validation.  Another 
concern  was  that  the  criteria  for 
inclusion  do  not  take  into  account 
cancelled  procedures,  which  the 
commenters  indicated  was  an  issue 
because  HOP  QDRP  abstraction  does  not 
allow  for  the  collection  of  CPT  coding 
modifiers,  resulting  in  these  records 
failing  the  measure  criteria.  Some 
commenters  expressed  concern  that 
hospitals  risk  the  potential  to  appear 
worse  at  the  quality  measure  related  to 
prophylactic  antibiotic  prior  to  incision 
than  actually  exists  and  would  lose  their 
full  payment  update.  Commenters 
expressed  concerns  regarding  the  80- 
percent  reliability  threshold  from  chart 
validation.  Some  commenters  stated 
that  the  80  percent  threshold  was  too 
stringent,  urging  a  lower  level  set.  Some 
of  these  commenters  stated  that 
statistical  analysis  of  collected  data 
should  be  done  to  assess  if  80  percent 
is  an  objective  number  for  passing  the 
validation  process.  Other  commenters 
asked  that  CMS  include  more 
information  about  the  methodology  and 
how  it  would  be  applied  in  this  final 
rule  with  comment  period. 

Response:  We  thank  those 
commenters  that  supported  our 
proposed  validation  method.  As 
discussed  above,  we  are  implementing  a 
voluntary  test  validation  program  in  CY 
2009,  the  results  of  which  will  not  affect 
the  CY  2010  payment  update  for  any 
hospital.  We  will  consider  all  of  the 
commenters’  suggestions  and  concerns 
when  we  propose  a  HOP  QDRP 
validation  program  for  the  CY  2011 
payment  update  in  our  CY  2010  OPPS/ 
ASC  proposed  rule  and  when  we 
propose  RHQDAPtJ  program  validation 
requirements  in  the  FY  2010  IPPS 
proposed  rule. 

After  consideration  of  the  public 
comments  received  and  as  discussed 
above,  we  are  not  finalizing  the 
proposed  validation  method  to  be  used 
toward  CY  2010  payment  decisions.  We 
acknowledge  the  need  for  hospitals  to 
gain  experience  with  any  validation 
process  for  HOP  QDRP  data  collection. 

In  light  of  the  public  comments 
received,  we  are  voluntary  test 
validation  program  in  CY  2009,  the 
results  of  which  will  not  affect  the  CY 
2010  payment  update  for  any  hospital. 
Under  this  program,  we  intend  to 
conduct  a  test  validation  using  a  sample 
of  approximately  800  hospitals, 
sampling  50  or  less  patient  episodes  of 


care  per  hospital  from  data  submitted  to 
the  OPPS  Clinical  Warehouse  for  the 
relevant  time  period.  We  intend  to 
utilize  data  beginning  with  January  1 , 
2009  patient  episodes  of  care.  We  will 
validate  those  data  by  requesting  that 
the  hospital  voluntarily  send  the 
supporting  medical  record 
documentation  that  corresponds  to  each 
selected  episode-of-care  to  a  CMS 
contractor  within  30  calendar  days  of 
the  date  of  the  request.  The  CMS 
contractor  will  independently  reabstract 
quality  measure  data  elements  ft-om 
those  records,  compare  the  reabstracted 
data  to  the  data  originally  submitted  by 
the  hospital  and  provide  feedback  to 
each  sampled  hospital  on  the  results  of 
the  reabstraction.  We  will  utilize  a 
measure  match  approach.  We  will  not 
require  the  passing  of  any  validation 
threshold  for  purposes  of  the  CY  2010 
update,  but  will  calculate  these  values 
as  part  of  feedback  supplied  to  hospitals 
which  participate  in  validation  efforts. 
We  intend  to  provide  feedback  to  all 
hospitals  participating  in  the  HOP 
QDRP  in  a  manner  that  does  not  identify 
individual  hospitals  or  hospital 
information  in  any  way.  Hospitals  are 
encouraged  to  participate  in  any 
validation  efforts  undertaken  so  that  the 
information  gleaned  can  be  used  toward 
improving  their  and  other  hospitals’ 
data  abstraction  and  collection 
processes.  We  plan  to  propose  a 
validation  program  for  the  CY  2011 
payment  update  in  our  CY  2010  OPPS/ 
ASC  proposed  rule. 

b.  Alternative  Data  Validation 
Approaches  for  CY  2011 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  (73  FR  41546),  we  also  solicited 
comments  on  three  alternative 
validation  methodologies.  We  are 
considering  whether  we  could  apply 
one  of  these  methodologies  to  validate 
data  as  part  of  our  CY  2011  payment 
determination.  The  first  alternative 
approach  would  be  to  validate  data  from 
all  participating  HOP  QDRP  hospitals, 
as  is  currently  done  under  the 
RHQDAPU  program.  Under  this 
approach,  data  validation  would  be 
done  on  a  random  sample  of  5  records 
per  quarter  (20  records  per  year)  per 
hospital. 

A  second  alternative  approach  would 
be  to  select  targeted  hospitals  based  on 
criteria  designed  to  measure  whether 
the  data  being  reported  by  them  raises 
a  concern  regarding  their  accuracy.  We 
welcomed  suggestions  for  criteria  to  be 
used  for  targeting  hospitals  for 
validation.  Either  percent  agreement  at 
the  clinical  measure  level  or  the  data 
element  level  (currently  used  for  the 
RHQDAPU  program)  could  be 


calculated  for  the  validation  score. 
Because  few  data  have  been  collected 
under  the  HOP  QDRP  at  this  point,  we 
are  considering  this  approach  for 
possible  use  in  future  years. 

A  third  alternative  approach  would 
involve  some  combination  of  the  two 
approaches  discussed  above. 

Comment:  Many  commenters 
disagreed  with  validating  data  from  all 
participating  HOP  QDRP  hospitals 
following  the  process  currently  used 
under  the  RHQDAPU  program.  The 
commenters  stated  that  a  measure  match 
rate  approach  as  proposed  was 
preferable. 

Response:  We  thank  the  commenters 
for  expressing  their  views. 

Comment:  Some  commenters 
supported  the  second  and  third 
alternative  methods  proposed  as  also 
effective  approaches  for  data  validation 
and  suggested  criteria  for  targeting.  In 
support  of  the  third  alternative  method, 
commenters  stated  that  this  would  be  an 
efficient  use  of  both  hospital  and  CMS 
resources  and  would  assure  that  all 
participating  HOP  QDRP  hospital  data 
are  valid.  Other  commenters  expressed 
opposition  to  use  of  criteria  to  target 
hospitals  for  validation  or  the  inability 
to  comment  due  to  lack  of  detail. 

Response:  We  thank  these 
commenters  for  their  views  on  the  use 
of  criteria  for  targeting  hospitals  for 
validation  purposes.  As  we  stated,  these 
additional  validation  approaches  were 
for  consideration  in  future  years  and 
that  we  did  not  yet  have  criteria  for 
targeting.  We  will  consider  the 
suggested  criteria  in  future  validation 
planning  in  future  rulemaking.  As 
discussed  in  section  3(a)  of  the  HOP- 
QDRP  portion  of  this  final  rule,  we  will 
be  conducting  a  test  validation  program 
this  year  and  the  results  of  the 
validation  will  not  affect  the  CY  2010 
annual  payment  update. 

Comment:  One  commenter  stated  that 
some  vendors  provide  data  validation 
services  to  hospitals  and  suggested  that 
CMS  entertain  a  formal  relationship 
with  such  entities  rather  than  being 
solely  responsible  for  national  data 
validation. 

Response:  We  thank  the  commenter 
for  this  information. 

We  appreciate  all  the  public 
comments  received  regarding  the 
alternate  validation  approaches 
proposed  and  will  take  them  into 
account  as  we  develop  validation 
proposals  for  CY  2011. 

F.  Publication  of  HOP  QDRP  Data 

Section  1833(t)(17)(E)  of  the  Act 
requires  that  the  Secretary  establish 
procedures  to  make  data  collected  under 
this  program  available  to  the  public  and 


68778  Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


to  report  quality  measures  of  process, 
structure,  outcome,  patients’ 
perspectives  of  care,  efficiency,  and 
costs  of  care  that  relate  to  services 
furnished  in  outpatient  settings  in 
hospitals  on  the  CMS  Web  site.  We 
intend  to  make  the  information 
Collected  under  the  HOP  QDRP  public 
in  CY  2010  by  posting  it  on  the  CMS 
Web  site.  Participating  hospitals  will  be 
granted  the  opportunity  to  review  this 
information  as  we  have  recorded  it 
before  the  information  is  published. 

CMS  requires  hospitals  to  sign  and 
submit  a  Notice  of  Participation  form  in 
order  to  participate  in  the  HOP  QDRP. 
Hospitals  signing  this  form  agree  that 
they  will  allow  CMS  to  publicly  report 
the  qualitv  measures  as  required  by  the 
HOP  QDRP. 

All  hospitals  have  a  unique  CCN, 
whereas  a  single  hospital  may  have 
multiple  National  Provider  Identifiers 
(NPI),  another  CMS  identifier.  In  the  CY. 
2009  OPPS/ASC  proposed  rule,  we 
proposed  for  CY  2010  that  hospitals 
sharing  the  same  CCN  must  combine 
data  collection  and  submission  across 
their  multiple  campuses  for  all  clinical 
measures  for  public  reporting  purposes 
(73  FR  41546).  We  also  proposed  to 
publish  quality  data  by  CCN  under  the 
HOP  QDRP:  however,  we  will  note  on 
our  Web  site  where  the  publicly 
reported  measures  combine  results  from 
two  or  more  hospitals.  This  approach  is 
consistent  with  the  approach  taken 
under  the  IPPS  RHQDAPU  program. 

Comment:  Several  commenters  agreed 
with  the  proposal  that  hospitals  with 
the  same  CCN  have  their  data  publicly 
reported  as  one  facility  (with  a  notation 
when  data  from  more  than  one  hospital 
is  combined).  Some  of  these 
commenters  supported  the  proposal  that 
they  believed  that  the  proposal  would 
add  important  alignment  of  clinical 
reporting  with  financial  reporting. 

Response:  We  thank  the  commenters 
for  their  support  of  our  proposal  to 
report  data  by  CCN.  We  proposed  to 
report  data  by  CCN  for  several  reasons. 
First,  the  unit  affected  by  the  OPPS 
Annual  payment  update  subject  to 
meeting  the  requirements  under  the 
HOP  QDRP  is  handled  by  CCN;  it  is  not 
separated  by  NPI  or  other  individual 
facility  identifier.  Second,  hospitals 
meet  survey  and  certification 
requirements  by  CCN,  again  not  by  any 
other  individual  facility  identifier. 
Third,  the  additional  Medicare 
identifier  for  facilities,  the  NPI,  is  not  a 
uniform  identifier;  the  NPI  can  refer  to, 
for  example,  an  individual  clinic,  a 
provider  group,  or  a  hospital.  Fourth,  as 
stated  by  several  commenters,  reporting 
by  CCN  would  align  the  reporting  of 
quality  of  care  data  with  financial  data. 


For  these  reasons,  at  this  time,  we 
consider  the  CCN  as  the  payment  and 
hospital  certification  identifier 
representative  of  entire  hospital  entity 
to  be  the  appropriate  identifier  for 
public  reporting. 

Comment:  A  few  commenters  urged 
CMS  to  identify  a  means  to  report  each 
facility’s  performance  in  order  to 
provide  accurate  information  to 
consumers  trying  to  assess  the  quality  of 
a  given  hospital. 

Response:  For  reasons  discussed 
above,  we  believe  that  the  CCN  is 
currently  the  most  appropriate  identifier 
for  public  reporting.  However,  we  are 
aware  that  this  aspect  of  shared  CCNs  is 
a  serious  and  complex  problem  and  we 
are  continuing  to  work  toward  a 
resolution  of  the  problem  that 
accommodates  both  consumer  and 
hospital  payment  needs.  We  understand 
that  there  is  not  always  a  one-to-one 
relationship  between  the  NPI  and  the 
CCN  upon  which  the  HOP  QDRP  is 
based.  At  this  time,  we  are  trying  to 
assess  the  extent  of  this  problem.  In 
terms  of  determining  eligibility  of  an 
HOPD’s  full  annual  payment  update,  we 
have  addressed  this  by  maintaining  an 
NPI  to  CCN  crosswalk.  For  CY  2010 
public  reporting,  data  would  be  publicly 
reported  on  the  CMS  Web  site  by  CCN, 
but  we  intend  to  indicate  instances 
where  data  from  two  or  more  hospitals 
are  combined. 

Comment;  Numerous  commenters 
expressed  support  for  public  reporting 
of  the  hospital  outpatient  measures,  and 
recommended  that  the  hospital 
outpatient  measures  be  added  to  the 
existing  Hospital  Compare  tool.  The 
commenters  also  recommended 
evaluation  of  the  HOP  QDRP  data  and 
consumer  testing  before  any  information 
is  released  publicly  to  ensure  that 
information  provided  to  consumers  and 
physicians  is  not  misleading.  One 
commenter  expressed  concern  over  the 
possibility  of  less  than  12  months  of 
data  being  used  for  public  reporting, 
and  recommended  that  all  measures 
have  a  minimum  of  12  months 
implementation  before  they  are  eligible 
for  inclusion  in  public  reporting  and  the 
validation  process  affecting  hospitals’ 
annual  payment  updates. 

Response:  We  will  consider  using 
Hospital  Compare  for  the  public 
reporting  of  HOPD  data.  However,  no 
decision  has  been  made  at  this  time.  As 
part  of  our  measure  maintenance 
contract,  we  continue  to  evaluate  the  . 
measure  specifications  and  measures 
data.  We  conduct  consumer  testing  on  a 
regular  basis  to  inform  decisions  about 
Web  site  display,  language  and 
navigation.  We  will  implement  public 
reporting  for  outpatient  measures  in  CY 


2010,  but  have  not  made  any  decisions 
about  what  quarters  will  be  reported 
when  they  are  reported.  In  the  case  of 
our  other  public  reporting  timeframes, 
data  reported  in  March  2010  are  to  be 
based  upon  3Q08  through  2Q09,  and 
data  reported  in  December  2010  are  to 
be  based  upon  2Q09  through  IQIO. 
However,  we  may  also  choose  to  report 
less  than  a  full  12  months  when  we 
begin  public  reporting  under  HOP 
QDRP. 

Comment:  One’commenter  believed 
that,  for  providers  and  consumers,  the 
information  presented  on  Hospital 
Compare  is  confusing,  and  it  is  difficult 
to  decipher  which  information  is 
representative  of  the  total  population  or 
only  the  Medicare  population.  The 
commenter  stated  that  Medicare  claims- 
based  information  under  the  HOP  QDRP 
will  continue  to  add  to  the  confusion  of 
what  is  representative  of  the  total 
population  served  by  the  hospital  versus 
which  is  only  representative  of  the 
Medicare  population. 

Response:  We  understand  that  this  is 
a  problem  and  would  prefer  to  have  data 
that  represent  the  entire  population,  that 
is,  all-payer,  for  all  measures. 
Unfortunately,  this  is  not  possible  at 
this  time.  We  have  access  only  to 
Medicare  administrative  (claims  and 
enrollment)  data  that  are  used  for  the 
outcome  measures  (30-day  risk- 
standardized  mortality  and  newly 
adopted  readmission  rates)  reported  on 
Hospital  Compare.  We  are  interested  in 
obtaining  all-payer  administrative  data, 
but  there  are  infrastructure  and  other 
challenges.  Until  we  have  access  to  all¬ 
payer  administrative  data,  we  make 
every  effort  to  label  the  data  sources  on 
Hospital  Compare  so  that  users 
understand  that  the  underlying 
populations  differ  for  some  measures. 

After  consideration  of  the  public 
comments  received  and  as  noted  in  the 
above  responses,  in  this  rule  with 
comment  period,  we  are  finalizing  our 
proposal  that  hospitals  sharing  the  same 
CCN  must  combine  data  collection  and 
submission  across  their  multiple 
campuses  for  all  HOP  QDRP  measures. 
We  also  are  finalizing  our  proposal  to 
publicly  report  HOP  QDRP  measures  by 
CCN  with  notation  on  the  Web  site 
where  the  publicly  reported  measures 
combine  results  from  two  or  more 
hospitals.  Participating  hospitals  will  be 
granted  the  opportunity  to  review  this 
information  as  we  have  recorded  it 
before  the  information  is  published.  We 
intend  to  publicly  report  on  our  Web 
site  hospital  outpatient  measures  data  in 
CY  2010  but  have  not  made  a  decision 
regarding  what  quarters  will  be  reported 
or  when  these  data  will  be  reported.  In 
addition,  we  will  continue  to  explore 
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the  use  of  Hospital  Compare  and  other 
locations  for  the  public  reporting  of 
HOPD  data.  We  anticipate 
communicating  our  decision  about  these 
reporting  issues  in  the  CY  2010  OPPS/ 
ASC  proposed  rule. 

G.  HOP  QDRP  Reconsideration  and 
Appeals  Procedures 

When  the  IPPS  RHQDAPU  program 
was  initially  implemented,  it  did  not 
include  a  reconsideration  submission 
process  for  hospitals.  Subsequently,  we 
received  many  requests  for 
reconsideration  of  those  payment 
decisions  and,  as  a  result,  established  a 
process  by  which  participating  hospitals 
would  submit  requests  for 
reconsideration.  We  anticipated  similar 
concerns  with  the  HOP  QDRP  and, 
therefore,  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66875)  we  stated  our  intent  to 
implement  for  the  HOP  QDRP  a 
reconsideration  process  modeled  after 
the  reconsideration  process  we 
implemented  for  the  IPPS  RHQDAPU 
program.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41547),  we 
proposed  a  mandatory  reconsideration 
and  appeals  process  that  would  apply  to 
the  CY  2010  payment  decisions.  Under 
our  proposal,  in  order  to  receive 
reconsideration  of  a  CY  2010  payment 
decision,  the  hospitals  must — 

(1)  Submit  to  CMS,  via  QualityNet,  a 
Reconsideration  Request  form  that  will 
be  made  available  on  the  QualityNet 
Web  site.  This  form  shall  contain  the 
following  information: 

•  Hospital  Medicare  ID  number 
known  as  the  CCN. 

•  Hospital  Name. 

•  CMS-identified  reason  for  failure 
(as  provided  in  any  CMS  notification  of 
failure  to  the  hospital). 

•  Hospital  basis  for  requesting 
reconsideration.  This  must  identify  the 
hospital’s  specific  reason(s)  for 
believing  it  met  the  HOP  QDRP  program 
requirements  and  should  receive  a  full 
annual  payment  update. 

•  CEO  contact  information,  including 
name,  e-mail  address,  telephone 
number,  and  mailing  address  (must 
include  physical  address,  not  just  a  post 
office  box). 

•  A  copy  of  all  material  that  the 
hospital  submitted  to  CMS  in  order  to 
receive  the  full  payment  update  for  the 
year  that  is  the  subject  of  the 
reconsideration  request.  Such  material 
would  include,  but  not  be  limited  to,  the 
applicable  Notice  of  Participation  form, 
quality  measure  data  that  the  hospital 
submitted,  and  data  that  the  hospital 
submitted  in  response  to  a  validation 
request. 


•  QualityNet  System  Administrator 
contact  information,  including  name,  e- 
mail  address,  telephone  number,  and 
mailing  address  (must  include  physical 
address,  not  just  the  post  office  box). 

•  The  request  must  be  signed  by  the 
hospital’s  CEO. 

(2)  Following  receipt  of  a  request  for 
reconsideration.  CMS  will — 

•  Provide  an  e-mail 
acknowledgement,  using  the  contact 
information  provided  in  the 
reconsideration  request,  to  the  CEO  and 
the  QualityNet  Administrator  notifying 
them  that  the  hospital’s  request  has 
been  received. 

•  Provide  a  formal  response  to  the 
hospital  CEO,  using  the  contact 
information  provided  in  the 
reconsideration  request,  notifying  the 
hospital  of  the  outcome  of  the 
reconsideration  process. 

If  a  hospital  is  dissatisfied  with  the 
result  of  a  HOP  QDRP  reconsideration 
decision,  the  hospital  may  file  a  claim 
under  42  CFR  Part  405,  Subpart  R 
(PRRB  appeal). 

Comment:  Several  commenters 
supported  hospital  appeals  and 
reconsideration  processes  and  urged 
CMS  to  have  these  processes  in  place  at 
the  same  time  as  the  validation  process 
and  that  strict  timelines  be  defined  so 
that  the  public  has  access  to  information 
as  quickly  as  possible. 

Response:  We  thank  these 
commenters  for  their  support  of  hospital 
appeals  and  reconsideration  processes. 
We  plan  to  complete  any  CY  2009 
reconsideration  reviews  and 
communicate  the  results  of  these 
determinations  within  60  to  90  days 
following  the  date  of  the  request  for 
reconsideration.  If  a  hospital  is 
dissatisfied  with  the  result  of  this 
reconsideration,  the  hospital  may  file  a 
claim  under  the  PRRB  process  with  its 
associated  timelines.  As  discussed 
previously,  we  will  be  conducting  a 
voluntary  test  validation  program  using 
data  fi'om  services  beginning  January  1, 
2009;  there  is  no  validation  requirement 
to  be  met  to  be  considered  toward 
payment  decisions  affecting  CY  2010 
payment.  The  results  of  this  test 
validation  program  will  not  affect  the 
CY  2010  payment  update  for  any 
hospital. 

Comment:  One  commenter  stated  that 
the  PRRB  process  under  the  RHQDAPU 
program  upon  which  the  proposed 
reconsideration  and  appeals  process  for 
the  HOP  QDRP  is  modeled  has  been 
unduly  long  and  hospitals  do  not  learn 
of  CMS’  decision  on  reconsideration 
requests  in  a  timely  manner.  The 
commenter  urged  CMS  to  revise  the 
process  to  produce  more  timely 
decisions-  Another  commenter 


recommended  that  an  appeal  process  be 
at  least  90  days  due  to  the  time  involved 
to  investigate  and  respond. 

Response:  We  interpret  the  comment 
to  refer  to  the  proposed  HOP-QDRP 
reconsideration  process.  We  believe  that 
there  are  competing  interests  of 
timeliness  and  completeness  in  any 
reconsideration  and  appeals  process. 

We  agree  that  hospitals  need  to  know 
the  results  of  any  reconsideration  and 
appeals  process  as  quickly  as  possible. 
As  stated  above,  we  plan  to  complete 
the  reconsideration  process  within  60  to 
90  days  following  the  date  of  the  request 
for  reconsideration.  Based  on  previous 
experience  with  the  RHQDAPU 
reconsideration  process,  we  believe  that 
this  timeframe  is  necessary  to 
adequately  review  the  estimated  volume 
of  HOP-QDRP  reconsideration  cases.  If 
a  hospital  is  dissatisfied  with  the  result 
of  this  reconsideration,  the  hospital  may 
file  a  claim  under  the  PRRB  process, 
with  its  associated  timelines  (see  42 
CFR  Part  405,  Subpart  R  (PRRB  appeal)). 

After  consideration  of  the  public 
comments  received,  we  are  adopting  as 
final  the  HOP  QDRP  reconsideration 
and  appeals  process  as  proposed.  We 
believe  that  any  CY  2009 
reconsideration  review  will  require  60 
to  90  days  for  completion  based  upon 
experience  with  the  RHQDAPU  program 
and  we  plan  to  com.municate  all 
determinations  within  60  to  90  days 
following  the  request  for 
reconsideration. 

H.  Reporting  of  ASC  Quality  Data 

As  discussed  above,  section  109(b)  of 
the  MIEA-TRHCA  amended  section 
1833(i)  of  the  Act  by  redesignating 
clause  (iv)  as  clause  (v)  and  adding 
sections  1833(i)(2)(D)(iv)  andl833(i)(7) 
to  the  Act.  These  amendments  authorize 
the  Secretary  to  require  ASCs  to  submit 
data  on  quality  measures  and  to  reduce 
the  annual  payment  update  in  a  year  hy 
2.0  percentage  points  for  ASCs  that  fail 
to  do  so.  These  provisions  permit,  but 
do  not  require,  the  Secretary  to  require 
ASCs  to  submit  such  data  and  to  reduce 
any  annual  increase  for  noncompliant 
ASCs. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66875),  we 
indicated  that  we  intended  to 
implement  the  provisions  of  section 
109(b)  of  the  MIEA-TRHCA  in  a  future 
rulemaking.  While  we  believe  that 
promoting  high  quality  care  in  the  ASC 
setting  through  quality  reporting  is 
highly  desirable  and  hilly  in  line  with 
our  efforts  under  other  payment 
systems,  we  believed  that  the  transition 
to  the  revised  payment  system  in  CY 
2008  posed  such  a  significant  challenge 
to  ASCs  that  it  would  be  most 
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appropriate  to  allow  some  experience 
with  the  revised  payment  system  before 
introducing  other  new  requirements.  We 
believed  that  implementation  of  quality 
reporting  in  CY  2008  would  require 
systems  changes  and  other 
accommodations  by  ASCs,  facilities 
which  do  not  have  prior  experience 
with  quality  reporting  as  hospitals 
already  have  for  inpatient  quality 
measures,  at  a  time  when  they  are 
implementing  a  significantly  revised 
payment  system.  We  believed  that  our 
CY  2008  decision  to  implement  quality 
reporting  for  HOPDs  prior  to 
establishing  quality  reporting  for  ASCs 
would  allow  time  for  ASCs  to  adjust  to 
the  changes  in  payment  and  case-mix 
that  are  anticipated  under  the  revised 
payment  system.  We  would  also  gain 
experience  with  quality  measurement  in 
the  ambulatory  setting  in  order  to 
identify  the  most  appropriate  measures 
for  quality  reporting  in  ASCs  prior  to 
the  introduction  of  the  requirement  in 
ASCs. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41547),  we  noted  that  we 
-  continue  to  believe  that  promoting  high 
quality  care  in  the  ASC  setting  through 
quality  reporting  is  highly  desirable  and 
fully  in  line  with  our  efforts  under  other 
payment  systems.  However,  we 
continue  to  have  the  concerns  outlined 
above  for  CY  2009  and,  therefore,  we 
intend  to  implement  the  provisions  of 
section  109(b)  of  the  MIEA-TRHCA  in 
a  future  rulemaking.  We  invited  public 
comment  on  this  deferral  of  quality  data 
reporting  for  ASCs  and  invited 
suggestions  for  quality  measures  geared 
toward  the  services  provided  by  ASCs. 
We  also  sought  comment  on  potential 
reporting  mechanisms  for  ASC  quality 
data,  including  electronic  submission  of 
these  data. 

Comment:  Many  commenters  agreed 
with  the  CMS  proposal  to  defer  quality 
data  reporting  from  ASCs  until  a  later 
rulemaking.  Some  of  the  commenters 
agreed  with  CMS’  assessment  regarding 
the  need  to  complete  implementation  of 
the  revised  ASC  payment  system  before 
implementing  quality  measure  data 
reporting. 

Response:  We  thank  these 
commenters  for  their  support  of  our 
decision  to  defer  quality  data  reporting 
from  ASCs  until  a  later  rulemaking. 

Comment:  One  commenter  disagreed 
with  CMS’  assessment  regaining  the 


revised  ASC  payment  system  posing 
ongoing  challenges  to  such  a  magnitude 
as  to  prevent  the  reporting  of  quality  of 
care  data  in  2009. 

Response:  We  thank  the  commenter 
for  this  view,  but  we  still  believe  that 
we  should  not  increase  burdens  on 
ASCs  at  this  time  with  a  new  data 
reporting  system  while  implementing  a 
revised  payment  system. 

Comment:  Several  commenters 
supported  measuring  the  quality  of 
services  provided  in  the  ASC  setting. 
Some  commenters  urged  the 
implementation  of  a  quality  reporting 
system  for  ASCs  as  soon  as  possible. 
Some  commenters  stated  that  such 
reporting  with  similar  measures  would 
allow  the  same  level  of  transparency  for 
both  hospitals  and  ASCs.  Some 
commenters  suggested  that  reporting 
begin  in  CY  2009  on  the  five  NQF- 
endorsed  quality  measures  that  were 
developed  by  the  ASC  Quality 
Collaboration.  Some  commenters  stated 
that  selected  measures  should  include 
an  electronic  data  submission 
mechanism.  Several  commenters 
expressed  concerns  of  the  potential  data 
collection  burden  for  ASCs;  some  of 
these  commenters  suggested  the 
administrative  claims  approach  to  be 
the  most  feasible  for  ASCs  to  submit 
quality  of  care  data.  One  commenter 
recommended  that  ASCs  not  be  required 
to  report  the  same  quality  data  as  that 
as  HOPDs  due  to  the  nature  of  their 
services. 

Response:  We  will  consider  these 
comments  and  suggestions  for  future 
implementation  of  ASC  quality  measure 
data. 

Comment:  One  commenter  suggested 
that  a  mandatory  reconsideration  and 
appeals  process  provided  that  data 
under  reconsideration  or  appeal  not  be 
publicly  displayed  until  resolution  of 
such  reconsideration  or  appeal  for  ASC 
reporting  and  that  an  appropriate 
method  of  applying  the  required 
reduction  to  payments  for  ASCs  that  do 
not  meet  requirements  be  devised. 

Response:  We  have  not  proposed  any 
reconsideration  and  appeals  process  for 
ASC  quality  measure  reporting. 
However,  we  appreciate  these 
comments  and  suggestions  for  future 
implementation  of  a  reconsideration 
and  appeals  process  for  ASC  quality 
measure  data  reporting  and  will 


consider  them  for  future 
implementation. 

After  consideration  of  the  public 
comments  received,  we  continue  to 
believe  that  promoting  high  quality  care 
in  the  ASC  setting  through  quality 
reporting  is  highly  desirable  and  is  fully 
in  line  with  our  efforts  under  other 
payment  systems.  We  intend  to 
implement  quality  measures  in  the  ASC 
setting  in  a  future  rulemaking. 

I.  FY  2010 IPPS  Quality  Measures  Under 
the  RHQDAPU  Program 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23651),  we  noted  that,  to  the  extent 
that  the  proposed  quality  measures  for 
FY  2010  under  the  RHQDAPU  program 
had  not  already  been  endorsed  by  a 
consensus  building  entity  such  as  the 
NQF,  we  anticipated  that  they  would  be 
endorsed  prior  to  the  time  that  we 
issued  the  FY  2009  IPPS  final  rule.  We 
stated  that  we  intended  to  finalize  the 
FY  2010  RHQDAPU  program  measure 
set  for  the  FY  2010  payment 
determination  in  the  FY  2009  IPPS  final 
rule,  contingent  upon  the  endorsement 
status  of  the  proposed  measures. 
However,  we  stated  that,  if  a  measure 
had  not  received  NQF  endorsement  by 
the  time  we  issued  the  FY  2009  IPPS 
final  rule,  we  intended  to  finalize  that 
measure  for  the  RHQDAPU  program 
measure  set  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period  if  the 
measure  received  endorsement  prior  to 
the  time  we  issued  this  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  23651).  We  previously  have  finalized 
some  measures  in  this  manner  when 
endorsement  of  a  measure  is  expected 
by  the  publication  date  of  an  upcoming 
rule  (72  FR  66876).  We  requested  public 
comment  on  these  measures  in  the  FY 
2009  IPPS  proposed  rule  and  received 
comments  on  these  measures  during  the 
FY  2009  IPPS  proposed  rule  public 
comment  period.  We  responded  to  these 
comments  irt  the  FY  2009  IPPS  final 
rule  (73  FR  48606). 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48611),  we  set  out,  as  listed  below,  two 
measures  which  had  not  yet  received 
NQF  endorsement,  and  stated  that  we 
intended  to  adopt  for  the  FY  2010 
RHQDAPU  program  measure  set  in  this 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  if  the  measures  receive 
endorsement  from  a  national  consensus- 
based  entity  such  as  NQF: 


Federal  Register /Vol.  73,  No.  223 /Tuesday,  November  18,  2008/Rules^and  Regulations  68781 


Proposed  Quality  Measures  To  Be  Finalized  in  the  CY  2009  OPPS/ASC  Final  Rule  With  Comment  Period 

[Contingent  on  endorsement  by  national  consensus-building  entity] 


Readmission  Measures  (Medicare  Patients) 

•  AMI  30-Day  Risk  Standardized  Readmission  Measure  (Medicare  patients). 

•  Pneumonia  (PN)  30-Day  Risk  Standardized  Readmission  Measure  (Medicare  patients). 


NQF  has  endorsed  the  two  measures 
listed  above  and  we  are  finalizing  the 
Risk-Standardized  Readmission 
measures  (Medicare  patients)  for  AMI 
and  Pneumonia  to  be  included  in  the 
CY  2010  RHQDAPU  program  measure 
set. 

XVII.  Healthcare-Associated  Conditions 

A.  Background 

As  noted  in  its  landmark  1999  report 
“To  Err  is  Human:  Building  a  Safer 
Health  System,”  the  Institute  of 
Medicine  found  that  medical  errors  are 
a  leading  cause  of  morbidity  and 
mortality  in  the  United  States.  Total 
national  costs  of  these  errors  due  to  lost 
productivity,  disability,  and  health  care 
costs  were  estimated  at  $17  billion  to 
$29  billion. 2  As  one  approach  to 
combating  healthcare-associated 
conditions,  in  2005,  Congress 
authorized  CMS  to  adjust  Medicare  IPPS 
hospital  payments  to  encourage  the 
prevention  of  these  conditions.  Section 
1886(d)(4)(D)  of  the  Act  (as  added  by 
section  5001(c)  of  the  Deficit  Reduction 
Act  (DRA)  of  2005,  Public  Law  109-171) 
required  the  Secretary  to  select  by 
October  1,  2007,  at  least  two  conditions 
that  are:  (1)  High  cost,  high  volume,  or 
both;  (2)  assigned  to  a  higher  paying 
DRG  when  present  as  a  secondary 
diagnosis:  and  (3)  could  reasonably  have 
been  prevented  through  the  application 
of  evidence-based  guidelines.  CMS  has 
titled  this  initiative  Hospital-Acquired 
Conditions  (HAC)  and  Present  on 
Admission  (POA)  Indicator  Reporting. 
Beginning  October  1,  2008,  Medicare 
cannot  assign  an  inpatient  discharge 
that  includes  only  the  selected 
conditions  to  a  higher-paying  MS-DRG 
unless  these  conditions  were  present  on 
admission.  Beginning  October  1,  2007, 
CMS  required  hospitals  to  begin 
submitting  information  on  Medicare 
inpatient  hospital  claims  specifying 
whether  diagnoses  were  present  on 
admission.  Through  FY  2008  and  FY 
2009  IPPS  rulemaking,  CMS  selected  10 
categories  of  hospital-acquired 
conditions  (72  FR  47202  through  47218 
and  73  FR  23547  through  23562). 


2  Institute  of  Medicine;  To  Err  is  Human:  Building 
a  Safer  Health  System,  November  1999.  Available 
at:  http://www.iom.edU/Object.File/Master/4/l  1 7/ 
ToEtT-8pager.pdf. 


The  preventable  hospital-acquired 
conditions  payment  provision  at  section  > 
1886(d)(4)(D)  of  the  Act  is  part  of  an 
array  of  Medicare  value-based 
purchasing  (VBP)  tools  that  CMS  is 
using  to  promote  increased  quality  and 
efficiency  of  care.  These  tools  include 
measuring  performance,  using  payment 
incentives,  publicly  reporting 
performance  results,  applying  national 
and  local  coverage  policy  decisions, 
enforcing  conditions  of  participation, 
and  providing  direct  support  for  * 
providers  through  QIO  activities.  CMS’ 
application  of  VBP  tools  through 
various  initiatives  is  transforming 
Medicare  fi'om  a  passive  payer  to  an 
active  purchaser  of  higher-value  health 
care  services.  CMS  is  applying  these 
strategies  across  the  continuum  of  care 
for  Medicare  beneficiaries. 

B.  Expanding  the  Principles  of  the  IPPS 
Hospital-Acquired  Conditions  Payment 
Provision  to  the  OPPS 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  741548),  the 
principle  of  Medicare  not  paying  more 
for  the  preventable  hospital-acquired 
conditions  during  inpatient  .stays  paid 
under  the  IPPS  could  be  applied  more 
broadly  to  other  Medicare  payment 
systems  for  conditions  that  occur  or 
result  from  health  care  delivered  in 
other  settings.  Other  potential  settings  of 
care  include  HOPDs,  ASCs,  SNFs,  home 
health  care,  end-stage  renal  disease 
(ESRD)  facilities,  and  physician 
practices;  therefore,  we  will  refer  to 
conditions  that  occur  in  settings  other 
than  the  inpatient  hospital  setting  as 
“healthcare-associated  conditions”  and 
continue  to  refer  to  those  that  occur  in 
the  inpatient  setting  as  “hospital- 
acquired  conditions.”  Implementation 
of  this  concept  would  be  different  for 
each  setting,  as  each  Medicare  payment 
system  is  different.  In  addition,  selected 
conditions  must  be  reasonably 
preventable  through  the  application  of 
evidence-based  guidelines  and  this 
might  vary  for  candidate  conditions 
across  the  various  care  settings. 

However,  CMS  is  committed  to  aligning 
incentives  across  settings  of  care  for  all 
of  CMS’  VBP  initiatives,  including  the 
hospital-acquired  conditions  payment 
provision. 

The  risks  of  preventable  medical 
errors  leading  to  the  occurrence  of  - 


healthcare-associated  conditions  are 
likely  to  be  high  in  the  outpatient 
setting,  given  the  large  number  of 
encounters  and  exposures  that  occur  in 
these  settings.  Approximately  530,000 
preventable  drug-related  injuries  are 
estimated  to  occur  each  year  among 
Medicare  beneficieuries  in  outpatient 
clinics.2  These  statistics  clearly  point  to 
the  significant  magnitude  of  the 
problem  of  healthcare-associated 
conditions  in  outpatient  settings.  Recent 
trends  have  shown  a  shift  in  services 
from  the  inpatient  setting  to  the  HOPD, 
and  we  expect  the  occurrence  of 
healthcare-associated  conditions 
stemming  from  outpatient  care  to  grow 
directly  as  a  result  of  this  shift  in  sites 
of  service. 

For  these  reasons,  we  believe  the 
HOPD,  where  a  broad  array  of  services 
covered  and  paid  under  the  OPPS  are 
provided,  could  be  another  setting  for 
Medicare  to  extend  the  concept  of  not 
paying  more  for  preventable  healthcare- 
associated  conditions  that  occur  as  a 
result  of  care  provided  during  an 
encounter.  Hospitals  provide  a  range  of 
services  under  the  OPPS  that  may 
overlap  or  precede  the  inpatient 
activities  of  the  hospital,  including 
many  surgical  procedures  and 
diagnostic  tests  that  are  commonly 
performed  on  both  hospital  inpatients 
and  outpatients.  Similarly,  individuals 
who  are  eventually  admitted  as  hospital 
inpatients  often  initiate  their  hospital 
encounter  in  the  HOPD,  where  they 
receive  clinic  or  emergency  department 
visits  or  observation  care  that  precede 
their  inpatient  hospital  admission.  In 
addition,  like  the  IPPS,  the  OPPS  is  also 
subject  to  the  “pay- for-reporting” 
provision  that  affects  the  hospital 
annual  payment  update,  by  the 
authority  of  section  1833(t)(17)  of  the 
Act  (as  amended  by  section  109(a)  of  the 
MIEA-TRHCA).  UndBr  this  authority, 
hospitals  report  quality  data  for 
specified  performance  measures  related 
to  hospital  outpatient  services  under  the 
HOP  QDRP.  Hospitals  that  fail  to  meet 
the  reporting  requirements  established 
by  CMS  for  the  payment  update  year 
receive  a  reduced  payment  update  that 


^  Asplen.  P.,  Wolcott,  J.,  Bootman,  J.L., 
Cronenwett,  L.R.  (editors);  Preventing  Medication 
Errors:  Quality  Chasm  Series,  The  National 
Academy  Press,  2007.  Available  at:  http:// 
www.nap.edu/catalog.php?record_id=  1 1 623. 
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is  applicable  to  OPPS  payments  for  m,ost 
services  furnished  by  hospitals  in 
outpatient  settings  in  the  succeeding 
year.  The  HOP  QDRP  is  further 
discussed  in  section  XVI.  of  this  final 
rule  with  comment  period. 

As  noted  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41548),  we  did  not 
propose  new  Medicare  policy  in  this 
discussion  of  healthcare-associated 
conditions  as  they  relate  to  the  OPPS. 
Instead,  we  solicited  public  comments 
on  options  and  considerations, 
including  statutory  authority,  related  to 
extending  the  IPPS  hospital-acquired 
conditions  payment  provision  for 
hospitals  to  the  OPPS.  As  indicated  in 
the  proposed  rule,  we  understand  that 
there  would  be  challenges  in  expanding 
the  IPPS  provision  to  other  settings  paid 
under  different  Medicare  payment 
systems,  and  we  specifically  invited 
public  comments  that  present  ideas  and 
models  for  extending  the  principle 
behind  the  IPPS  provision  to  the  OPPS. 
To  stimulate  reflection  and  creativity, 
we  presented  discussion  in  the 
following  areas: 

•  Criteria  for  possible  candidate 
OPPS  conditions 

•  Collaboration  process 

•  Potential  OPPS  healthcare- 
associated  conditions 

•  OPPS  inft-astructure  and  payment 
for  encounters  resulting  in  healthcare- 
associated  conditions 

1.  Criteria  for  Possible  Candidate  OPPS 
Conditions 

We  have  applied  the  following 
statutory  criteria  to  the  analysis  of 
candidate  inpatient  conditions  for  the 
IPPS  hospital-acquired  conditions 
payment  provision: 

•  Cost  or  Volume — Medicare  data 
must  support  that  the  selected  inpatient 
conditions  are  high  cost,  high  volume, 
or  both. 

•  Complicating  Conditions  (CC)  or 
Major  Complication  Conditions 
(MCC) — Selected  inpatient  conditions 
must  be  represented  by  ICD-9— CM 
diagnosis  codes  that  clearly  identify  the 
condition,  are  designated  as  a  CC  or  an 
MCC,  and  result  in  the  assignment  of 
the  case  to  an  MS-DRG  that  has  a  higher 
payment  when  the  eode  is  reported  as 

a  secondary  diagnosis.  That  is,  selected 
inpatient  conditions  must  be  a  CC  or  an 
MCC  that  would,  in  the  absence  of  this 
provision,  result  in  assignment  to  a 
higher  paying  MS-DRG. 

•  Evidence-Based  Guidelines — 
Selected  inpatient  conditions  must  be 
reasonably  preventable  through  the 
application  of  evidence-based 
guidelines.  By  reviewing  guidelines 
developed  by  professional 
organizations,  academic  institutions. 


and  other  entities  such  as  the  Healthcare 
Infection  Control  Practices  Advisory 
Committee  (HICPAC),  we  evaluated 
whether  guidelines  are  available  that 
hospitals  should  follow  to  prevent  the 
condition  from  occurring  in  the 
hospital. 

•  Reasonably  Preventable — Selected 
inpatient  conditions  must  be  reasonably 
preventable  through  the  application  of 
evidence-based  guidelines. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41549),  we  specifically 
sought  public  comment  on  the 
applicability  of  these  criteria  to  the 
selection  of  candidate  healthcare- 
associated  conditions  for  the  OPPS.  We 
indicated  in  the  proposed  rule  that  we 
were  specifically  interested  in  public 
comment  on  the  reasonably  preventable 
criterion  in  the  HOPD  setting.  As  we 
explained  in  that  rule,  there  are 
significant  infrastructure  differences 
between  the  IPPS  and  the  OPPS,  as 
discussed  further  in  section  XVII.B.4.  of 
this  final  rule  with  comment  period. 
Thus,  in  the  proposed  rule,  we 
expressed  interest  in  receiving  public 
comments  generally  and  specifically 
those  that  would  help  answer  the 
following  questions: 

•  Are  there  examples  within  the 
context  of  the  reporting  of  ICD-9-CM 
codes  for  diagnoses  and  HCPCS  codes 
for  services  on  OPPS  claims  that  could 
be  used  to  identify  where  a  higher 
payment  for  a  hospital  outpatient 
encounter  would  result  from  a 
healthcare-associated  condition? 

•  Are  there  examples  of  evidence- 
based  guidelines  related  to  the 
prevention  of  high  volume  or  high  cost 
conditions,  or  both,  that  are  sufficiently 
rigorous  to  permit  selection  of 
healthcare-associated  conditions  that 
could  reasonably  have  been  prevented 
in  the  HOPD  setting? 

•  What  other  criteria  should  be 
considered  in  the  selection  of 
healthcare-associated  conditions  for  the 
OPPS? 

2.  Collaboration  Process 

CMS  has  worked  with  public  health 
and  infectious  disease  experts  from  the 
Centers  for  Disease-  Control  and 
Prevention  (CDC)  to  select  hospital- 
acquired  conditions,  including 
infections,  that  meet  the  statutory 
criteria  under  section  1886(d)(4)(D)  of 
the  Act  for  application  in  the  hospital 
inpatient  setting.  CMS  and  CDC  have 
also  collaborated  to  develop  the  process 
for  submission  of  a  present  on 
admission  (POA)  indicator  on  the 
inpatient  claim  for  each  diagnosis.  We 
would  expect  to  continue  our 
collaboration  with  CDC  to  examine  the 
relevance  and  applicability  of  a  POA 


indicator  in  the  HOPD  setting,  and  also 
to  utilize  its  expertise  in  chronic 
diseases  in  the  selection  of  candidate 
healthcare-associated  conditions  for  the 
OPPS.  In  addition,  we  would  expect  to 
seek  collaboration  with  the  Agency  for 
Healthcare  Research  and  Quality 
(AHRQ)  to  utilize  its  expertise  in  patient 
safety.  We  would  also  expect  to  seek 
collaboration  with  other  Federal 
agencies  and  with  medical  specialty 
societies.  In  the  CY  2009  OPPS/ASC 
proposed  rule,  we  specifically  solicited 
public  comment  regarding  a 
collaborative  process  for  the 
identification  of  candidate  healthcare- 
associated  conditions  for  hospital 
outpatient  services  and  a  mechanism  for 
public  input  from  stakeholders. 

3.  Potential  OPPS  Healthcare- Associated 
Conditions 

The  FY  2008  IPPS  final  rule  (72  FR 
47202  through  47218)  and  the  FY  2009 
IPPS  final  rule  with  comment  period  (73 
FR  48471  through  48491)  provided  a 
detailed  analysis  supporting  the 
selection  of  the  hospital-acquired 
conditions.  In  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41550),  we 
solicited  public  comments  on  the 
following  conditions  that  have  been 
selected  as  inpatient  hospital-acquired 
conditions: 

•  Object  left  in  during  surgery; 

•  Air  embolism; 

•  Blood  incompatibility;  and 

•  Falls  and  trauma  fractures, 
dislocations,  intracranial  injuries, 
crushing  injuries,  and  burns. 

We  observed  that  the  characteristics 
of  these  conditions  are  such  that  they 
would  be  relatively  straightforward  to 
incorporate  in  an  OPPS  healthcare- 
associated  conditions  payment 
provision.  For  example,  these  events 
would  likely  occur  and  be  coded  in  the 
timeframe  of  an  OPPS  encounter 
reported  on  a  single  claim  and 
determination  of  the  occurrence  of  these 
events  would  probably  not  require 
sequential  evaluation  of  claims  over 
time.  We  specifically  requested  public 
comment  on  the  potential  for 
considering  these  conditions  as 
healthcare-associated  conditions  for  the 
HOPD. 

We  acknowledged  that  reporting  even 
this  short  list  of  healthcare-associated 
conditions  as  a  secondary  diagnosis  on 
a  claim  in  order  to  attribute  their 
occurrence  to  the  HOPD  encounter 
might  present  problems  for  hospitals, 
particularly  for  the  conditions  resulting 
from  falls  or  trauma.  Thus,  we 
specifically  requested  public  comment 
on  whether  or  not  we  could  assume  that 
these  conditions  reported  as  secondary 
diagnoses  on  OPPS  claims  would  have 
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developed  during  the  encounter  or 
whether  the  reporting  of  POA  indicator 
information  should  be  required  under 
the  OPPS  (and  perhaps  under  every 
Medicare  payment  system)  because  POA 
data  increase  the  utility  of  claims  for 
analyzing  the  characteristics  of  a 
clinical  encounter.  More  generally,  we 
explained  that  we  recognize  that 
patients  may  be  cared  for  by  diff^ent 
providers  across  settings  and  that  the 
provider  caring  for  certain  types  of 
complicating  conditions  may  not  have 
provided  the  healthcare  services  that  led 
to  the  healthcare-associated  condition. 
Therefore,  we  indicated  in  the  CY  2009 
OPPS/ASC  proposed  rule  (73  FR  41550) 
that  we  welcomed  broad  public 
comment  on  the  approaches  and 
challenges  related  to  the  appropriate 
attribution  of  different  types  of 
healthcare-associated  conditions 
encountered  in  the  HOPD.  Moreover,  we 
also  understand  that  patients  differ  in 
their  severity  and  complexity  of  disease, 
as  well  as  their  likelihood  of  following 
medical  recommendations.  Therefore, 
we  specifically  requested  public 
comment  on  how  to  account  for  patient- 
specific  risk  factors  that  would  increase 
the  likelihood  of  the  occurrence  of 
healthcare-associated  conditions  (73  FR 
41550). 

Ultimately,  payment  policy  for 
healthcare-associated  conditions  under 
the  OPPS  should  fully  address  the  broad 
range  of  clinical  services  in  the  HOPD 
where  preventable  healthcare-associated 
conditions  may  harm  Medicare 
beneficiaries.  Therefore,  we  solicited 
public  comment  on  additional 
candidate  conditions  that  could  have 
applicability  to  the  OPPS,  beyond  those 
mentioned  above  that  would  be 
extensions  from  the  IPPS  final  or 
proposed  hospital-acquired  conditions. 
We  indicated  that  we  were  particularly 
interested  in  recommendations  of 
preventable  healthcare-associated 
conditions  that  are  likely  to  occur  with 
frequency  in  the  HOPD  (and  other 
outpatient  settings)  and  that  may  be 
associated  with  significant  harm,  such 
as  adverse  drug  events  related  to 
medication  errors  or  other 
complications  of  care  for  which  we 
either  currently  have  no  diagnosis  codes 
or  where  correct  coding  for  such 
occurrences  has  not  been  clearly 
defined. 

External  Cause-of-Injury  coding  (E- 
coding)  may  represent  a  mechanism  for 
coding  clarity  for  preventable 
healthcare-associated  conditions  such  as 
adverse  drug  events  related  to 
medication  errors.  The  CDC  has  been 
interested  in  further  developing  and 
expanding  strategies  to  improve  E- 
coding.  A  recent  CDC  Workgroup  report 


discussed  the  importance  and  value  of 
using  high-quality  E-coding."* 

Workgroup  recommendations  included 
enhancing  the  completeness  and 
accuracy  of  E-coding  and  making  E- 
coded  data  more  useful  for  injury 
surveillance  and  prevention  activities 
(including  medical  errors)  at  the  local, 
State,  and  Federal  levels. 

4.  OPPS  Infrastructure  and  Payment  for 
Encounters  Resulting  in  Healthcare- 
Associated  Conditions 

The  OPPS  infrastructure  is  a 
prospective  payment  system  based  on 
relative  costs  from  hospital  claims  for 
services  assigned  to  APC  groups,  where 
there  is  an  individual  payment  rate  that 
is  specific  to  each  APC.  Each  APC 
contains  HCPCS  codes  for  items  or 
services  that  are  clinically  similar  and 
that  have  comparable  resource  costs.  In 
most  cases,  an  APC  payment  is  made  for 
each  unit  of  each  separately  payable 
HCPCS  code  through  the  code’s 
assigned  APC.  For  a  single  hospital 
outpatient  clinical  encounter  in  which  a 
patient  receives  services  described  by 
several  HCPCS  codes  with  individual 
APC  assignments  (for  example, 
emergency  department  visit,  first  hour 
of  therapeutic  intravenous  infusion, 
chest  x-ray,  and  electrocardiogram),  the 
hospital  would  receive  multiple  APC 
payments  for  that  encounter.  This 
payment  approach  is  altogether  different 
from  the  MS-DRG-based  IPPS,  which 
groups  the  services  provided  to  an 
inpatient  into  an  assigned  MS-DRG  for 
which  a  single  payment  for  the  inpatient 
case  is  made.  Under  the  MS-DRGs  that 
took  effect  in  FY  2008,  there  are 
currently  258  sets  of  MS-DRGs  that  can 
split  into  2  or  3  subgroups  based  on  the 
presence  or  absence  of  a  GC  or  an  MGC. 
(We  refer  readers  to  the  FY  2008  IPPS 
final  rule  with  comment  period  for  a 
discussion  of  DRG  reforms  (72  FR 
47141).)  Prior  to  the  October  1,  2008 
effective  date  of  the  IPPS  hospital- 
acquired  conditions  payment  provision, 
if  a  condition  acquired  during  a  hospital 
stay  was  one  of  the  conditions  on  the  GC 
or  MCC  list,  the  hospital  received  a 
higher  payment  under  the  MS-DRGs. 
Beginning  October  1,  2008,  Medicare 
can  no  longer  assign  an  inpatient 
hospital  discharge  to  a  higher  paying 
MS— DRG  if  a  selected  hospital-acquired 
condition  was  not  present  on  admission 
and  if  no  other  CC  or  MCC  is  present. 
That  is,  the  case  will  be  paid  as  though 
the  secondary  diagnosis  (selected 
hospital-acquired  condition)  was  not 
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present,  unless  a  nonselected  secondary 
diagnosis  that  is  a  CC  or  an  MCC  is  also 
present.  Medicare  will  continue  to 
assign  a  discharge  to  a  higher  paying 
MS-DRG  if  the  selected  condition  was 
present  on  admission. 

As  discussed  previously,  the  OPPS 
currently  has  neither  the  infrastructure 
to  identify  POA  indicator  data  nor  the 
ability  to  stratify  by  GC  or  MCC  for 
differential  payment  under  the  present 
APC  payment  methodology.  OPPS 
claims  report  an  “admitting  diagnosis” 
that  identifies  the  reason  for  the 
encounter  prior  to  the  establishment  of 
the  principal  diagnosis,  but  the, 
admitting  diagnosis  cannot  be  presumed 
to  be  equivalent  to  a  diagnosis  that  is 
present  on  admission  as  reported  on  an 
inpatient  claim.  As  a  consequence, 
initial  application  of  a  healthcare- 
associated  conditions  payment  policy 
under  the  OPPS  might  be  limited  in  its 
scope  of  conditions  as  discussed  above 
and  in  its  options  for  payment 
adjustment.  We  specifically  requested 
public  comment  on  how  necessary  a 
POA  indicator  would  be  for  the 
candidate  conditions  we  had  identified 
for  potential  use  in  the  OPPS  setting, 
and  on  how  the  OPPS  infrastructure 
could  be  modified  to  allow  for  the 
incorporation  of  any  POA  information 
(73  FR  41550  through  41551). 

Further,  we  also  solicited 
recommendations  on  how  hospital 
payment  for  a  clinical  encounter  in  the 
hospital  outpatient  setting  (which  could 
include  multiple  individual  APC 
payments)  could  be  adjusted  to  reflect  a 
derivative  payment  reduction  similar  to 
the  CC/MCC  MS-DRG  adjustment  for 
hospital-acquired  conditions  under  the 
IPPS.  Without  a  POA  and  risk 
stratification  infrastructure  for  the 
OPPS,  one  approach  to  limiting  OPPS 
plyment  for  healthcare-associated 
conditions  in  the  short  term  could  be  to 
pay  for  all  services  provided  in  the 
encounter  that  led  to  the  healthcare- 
associated  condition  at  the  same 
reduced  rate  that  would  be  paid  to  a 
hospital  that  failed  to  meet  the  quality 
reporting  requirements.  Currently,  this 
would  mean  that  the  hospital  payment 
for  an  encounter  where  a  healthcare- 
associated  condition  resulted  would  be 
based  on  the  OPPS  conversion  factor 
reduced  by  a  2  percentage  point 
reduction  to  the  market  basket  increase 
for  the  year.  Alternatively,  a  flat  case 
rate  reduction  percentage  could  be 
considered  for  all,  or  a  subset,  of 
services  provided  in  the  clinical 
encounter.  This  reduction  could 
potentially  be  empirically  derived  from 
analyzing  the  costs  of  subsets  of  OPPS 
claims  for  Medicare  beneficiaries  with 
and  without  healthcare-associated 
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conditions,  or  could  possibly  be 
developed  through  analysis  of  the  IPPS 
payment  relationship  between  MS- 
DRGs  with  the  presence  or  absence  of  a 
CC  or  an  MCC.  Any  reduction  in  OPPS 
payment  should  also  be  applied  to  the 
20-percent  beneficiary  copayment 
requirement  for  the  OPPS  so  that  the 
beneficiary’s  cost  sharing  (which  is  paid 
for  each  service  furnished)  would  not 
rise  as  a  proportion  of  the  total  Medicare 
payment  when  the  payment  would  be  . 
reduced.  Furthermore,  the  hospital 
should  not  be  able  to  bill  the  beneficiary 
for  OPPS  services  that  either  would  not 
be  paid  or  would  be  paid  at  an  adjusted 
amount  under  an  OPPS  healthcare- 
associated  conditions  payment 
provision. 

In  contrast  to  the  payment  limitation 
approach  used  for  the  IPPS,  we 
explained  in  the  CY  2009  OPPS/ASC 
proposed  rule  that  we  recognized  that 
neither  of  the  possible  payment 
limitation  approaches  discussed  above 
would  specifically  target  the  separate 
OPPS  payment  for  those  additional 
hospital  services  provided  as  a  result  of 
the  healthcare-associated  condition  (as 
opposed  to  the  payment  for  the  services 
that  initially  brought  the  beneficiary  to 
the  HOPD).  We  noted  that  the  current 
OPPS  payment  structure  sets  a  single 
payment  rate  for  a  service  based  on  the 
APC  median  cost  from  all  claims  for 
services  assigned  to  the  APC,  including 
cases  with  healthcare-associated 
conditions  as  well  as  cases  without 
healthcare-associated  conditions. 
Therefore,  we  stated  that  we  believe  it 
could  be  appropriate  to  reduce  the 
single  OPPS  payment  through  one  of  the 
general  payment  limitation  approaches 
described  above  for  the  OPPS  because 
any  additional  costs  of  encounters 
resulting  in  healthcare-associated 
conditions  would  already  be  included 
in  the  base  OPPS  payment  rates  for  most 
OPPS  services.  We  specifically 
requested  public  comment  on  these 
possibilities  or  other  ways  to  use  or 
adapt  the  current  OPPS  infrastructure 
for  purposes  of  implementing  a 
healthcare-associated  conditions 
payment  provision. 

As  discussed  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR  41551),  a 
related  application  of  the  broad 
principle  behind  the  IPPS  hospital- 
acquired  conditions  payment  provision 
could  be  accomplished  through 
Medicare  secondary  payer  policy  by 
requiring  the  provider  that  failed  to 
prevent  the  occurrence  of  a  healthcare- 
associated  condition  in  one  setting  to 
pay  for  all  or  part  of  the  necessary 
followup  care  in  a  second  setting.  This 
would  shield  the  Medicare  program 
from  paying  for  the  downstream  effects 


of  a  condition  acquired  in  the  first 
setting  but  treated  in  the  second  setting. 
This  type  of  scenario  would  likely  be 
common  for  certain  healthcare- 
associated  conditions  related  to  HOPD 
care,  given  the  relatively  short  lengths  of 
stay  for  HOPD  services.  We  indicated 
that  we  were  interested  in  receiving 
public  comments  regarding  this  more 
general  approach  to  extending  beyond 
the  inpatient  setting  the  concept  of  not 
providing  Medicare  payment  for 
healthcare-associated  conditions , 
including  the  advantages  and 
disadvantages  of  taking  a  payment 
system  by  payment  system  approach  or 
of  adopting  the  general  principle  of 
holding  the  provider  that  failed  to 
prevent  the  occurrence  of  a  condition  in 
one  setting  responsible  for  payment  of 
the  followup  care  in  any  other  setting. 

Comment:  Several  commenters  fully 
supported  expanding  the  IPPS  hospital- 
acquired  conditions  policy  to  HOPDs 
and  ASCs.  They  encouraged  CMS  to 
expand  the  policy  as  supported  by  the 
clinical  evidence  base  in  order  to 
improve  patient  outcomes  and  work 
toward  aligning  payment  toward  higher 
value  across  settings.  They  also 
expressed  full  support  for  the  criteria 
used  and  the  four  specific  healthcare- 
associated  conditions  discussed. 

However,  the  majority  of  commenters 
had  specific  concerns  with  the 
suggested  conditions  or  concerns  about 
CMS’  authority  and  ability  to  fairly 
implement  such  a  policy  for  outpatient 
settings.  Some  commenters  supported 
the  general  idea  of  a  healthcare- 
associated  conditions  payment  policy 
for  HOPDs,  while  others  opposed  any 
expansion  of  the  IPPS  hospital-acquired 
conditions  payment  provision  to  other 
settings.  Some  commenters  stated  that 
CMS  should  not/cannot  implement  an 
OPPS  healthcare-associated  condition 
payment  policy  without  explicit 
statutory  authority.  Many  commenters 
also  stated  that  CMS  should  not 
implement  a  related  policy  in  HOPDs, 
ASCs,  or  physicians’  offices  without 
gathering  several  years  of  data  and 
gaining  implementation  experience  for 
IPPS  hospital-acquired  conditions. 
Several  commenters  recommended  that 
CMS  develop  an  advisory  panel  of 
clinicians  and  scientists,  including  both 
academic  researchers  and  clinicians 
active  in  patient  care  in  HOPDs,  to 
provide  the  agency  with  assistance  in 
developing  the  policy. 

Response:  Given  that  so  much 
medical  care  is  now  provided  to 
Medicare  beneficiaries  outside  of  the 
hospital  inpatient  setting,  we  believe 
that  extending  a  healthcare-associated 
conditions  payment  policy  to  the  OPPS 
is  an  important  and  essential  next  step 


in  Medicare’s  focus  on  quality  and 
value.  We  believe  it  is  fully  appropriate 
to  adopt  a  policy  of  not  paying  more  for 
medical  care  that  harms  patients  or 
leads  to  complications  that  could  have 
been  prevented.  Because  tbe  high 
volume  services  delivered  in  the  HOPD 
are  so  varied,  we  believe  a  healthcare- 
associated  conditions  payment  policy  in 
the  HOPD  would  allow  CMS  to  extend 
its  quality  activities  and  drive  quality 
and  value  by  stimulating  behaviors  that 
are  patient-centered  and  focus  on  the 
continuum  of  care  and  patient  safety 
goals.  The  hospital  community  has 
already  begun  to  focus  on  quality  in  the 
HOPD  by  submitting  relevant  quality 
data  through  the  HOP  QDRP,  and 
hospital  participation  in  the  program 
determines  the  hospital’s  annual 
payment  update.  We  believe  that  a 
healthcare-associated  conditions 
payment  policy  would  take  this  initial 
effort  to  the  next  level  of  quality 
improvement. 

Moreover,  we  believe  that  we  have 
statutory  authority  to  implement  a 
healthcare-associated  conditions 
payment  policy  for  the  OPPS. 
Specifically,  section  1333(t)(2)(E)  of  the 
Act  provides  that  the  “  *  *  *  Secretary 
shall  establish,  in  a  budget  neutral 
manner,  *  *  *  adjustments  as 
determined  to  be  necessary  to  ensure 
equitable  payments  *  *  *.”  Consistent 
with  our  usual  practice,  we  Would 
pursue  the  development  and  adoption 
of  such  a  policy  through  our  annual 
notice  and  comment  rulemaking  to 
update  the  OPPS.  We  believe  an  urgent 
and  compelling  rationale  exist^for 
considering  a  healthcare-associated 
conditions  payment  policy  necessary  to 
ensuring  equitable  payments  under  the 
OPPS.  While  we  plan  to  attend  to  and 
learn  from  our  experience  with  the 
implementation  and  ongoing 
development  of  the  IPPS  hospital- 
acquired  conditions  policy,  we  do  not 
believe  that  it  is  necessary  for  us  to  gain 
years  of  experience  with  that  program 
before  pursuing  a  healthcare-associated 
conditions  payment  policy  for  the 
OPPS.  As  the  commenters  pointed  out, 
the  IPPS  and  OPPS  are  very  different 
payment  systems,  and  we  believe  that 
the  most  appropriate  course  at  this  point 
is  to  consider  a  healthcare-associated 
conditions  payment  policy  for  the  OPPS 
that  takes  into  account  the  most  current 
and  emerging  knowledge  and 
experience  in  this  rapidly  evolving  area 
of  health  care  policy. 

We  appreciate  the  challenges  raised 
by  commenters,  and  we  will  continue  to 
evaluate  and  seek  input  from 
stakeholders  and  other  potential 
collaborators  to  identify  healthcare- 
associated  conditions  that  are 
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meaningful  in  the  HOPD  setting  and 
may  propose  payment  adjustments  for 
them,  as  appropriate,  in  a  future  OPPS 
annual  rulemaking  cycle,  to  ensure 
equitable  payments.  We  understand  the 
importance  and  value  of  identifying 
appropriate  collaborators  to  work  with 
us  as  we  develop  the  policy,  identify 
conditions,  and  address  implementation 
issues.  Therefore,  we  intend  to  continue 
an  open  dialogue  with  stakeholders 
regarding  all  issues  relevant  to  the 
development  of  a  healthcare-associated 
conditions  policy  over  the  upcoming 
months,  which  we  anticipate  will  begin 
this  winter  with  an  IPPS/OPPS  hospital- 
acquired/healthcare-associated 
conditions  listening  session,  jointly 
sponsored  with  the  CDC. 

Comment:  Some  commenters 
suggested  that  CMS  should  reconsider 
the  criteria  for  possible  candidate  OPPS 
conditions  and  specifically  define 
“reasonably  preventable”  for  the  HOPD 
setting.  Several  commenters  stated  that 
clinically-proven  guidelines  for 
prevention  should  be  available  and  that 
there  should  be  solid  evidence  that,  by 
following  the  guidelines,  the  likelihood 
of  the  occurrence  of  an  event  can  be 
reduced  to  zero  or  near  zero.  Other 
commenters  suggested  that  CMS  define 
rates  or  frequencies  of  “reasonably 
preventable”  events  and  design  a 
strategy  to  both  reward  and  penalize 
hospitals  based  on  data-driven  findings 
that  would  ultimately  also  serve  to  drive 
quality  improvement. 

Several  commenters  addressed  some 
of  the  potential  specific  healthcare- 
associated  conditions  discussed  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41549),  as  well  as  suggested  other 
conditions  that  might  be  considered  or 
should  not  be  considered.  Two 
commenters  were  concerned  with  the 
potential  inclusion  of  falls  and  trauma 
as  a  condition.  Another  commenter 
requested  that  hospitals  providing 
rehabilitation  therapy  services  be 
exempt  from  a  healthcare-associated 
conditions  payment  policy  because  of 
the  inherent  risk  of  falls  associated  with 
the  provision  of  rehabilitation  services. 
In  addition,  one  commenter  requested 
that  if  CMS  were  to  implement  a  policy 
for  healthcare-associated  conditions  in 
the  HOPD  setting,  CMS  should  continue 
the  established  IPPS  policy  of  excluding 
Staphylococcus  aureus  septicemia  and 
methicillin-resistant  Staphylococcus 
aureus  infection  because  these 
infections  are  not  “reasonably 
preventable.”  One  commenter  stated 
that  blood  is  rarely  transfused  in  the 
outpatient  setting  and,  therefore,  blood 
incompatibility  should  be  removed  from 
consideration.  A  few  commenters  stated 
that  CMS  should  not  simply  incorporate 


all  of  the  IPPS  hospital-acquired 
conditions  into  the  OPPS.  Several 
commenters  suggested  that  CMS 
consider  adding  serious  disability  or 
death  caused  by  adverse  events  and 
serious  disability  or  death  caused  by 
medication  errors  as  future  healthcare- 
associated  conditions.  Finally,  several 
commenters  recommended  that  CMS 
should  use  a  process  similar  to  that  used 
for  identifying  IPPS  hospital-acquired 
conditions,  that  is,  working  with  the 
CDC,  before  implementation  of  a 
healthcare-associated  conditions 
program  in  the  HOPD  setting. 

Many  commenters  requested  that 
CMS  delay  any  implementation  of  a 
healthcare-associated  conditions 
payment  policy  under  the  OPPS  until 
adoption  of  ICD-10,  to  facilitate  the 
collection  of  more  accurate  data  and  the 
use  of  E-codes.  In  addition,  many 
commenters  stated  that  the  attribution 
of  healthcare-associated  conditions  in 
the  HOPD  setting  is  difficult  because 
patients  often  see  multiple  physicians  or 
practitioners  in  multiple  distinct 
hospital  outpatient  departments  and 
settings.  Finally,  several  commenters 
believed  that  there  was  a  serious  need 
to  develop  risk  adjustment  techniques  to 
account  for  differences  in  patient 
severity  and  other  patient 
characteristics,  especially  for  teaching 
hospitals  and  other  hospitals,  such  as 
cancer  hospitals,  that  see  many  high- 
risk  patients. 

Response:  We  understand  the 
commenters’  concerns  about  the  choice 
of  conditions  for  a  healthcare-associated 
conditions  payment  policy  in  the 
outpatient  environment,  and  we  plan  to 
work  with  knowledgeable  experts  in 
hospital  outpatient  care  to  choose 
reasonably  preventable  conditions  based 
on  solid  evidence  for  future  proposed 
policies.  Our  goal  is  to  eliminate 
preventable  events  to  the  extent 
possible,  while  stimulating  hospitals  to 
design  system  changes  to  minimize  the 
occurrence  of  errors  broadly. 

We  appreciate  the  public  comments 
about  the  specific  healthcare-associated 
conditions  discussed  in  the  CY  2009 
OPPS/ASC  proposed  rule,  as  well  as 
other  suggestions  made  by  commenters 
regarding  other  potential  HOPD-specific 
conditions.  We  note  that  each  of  the 
four  conditions  discussed  in  the  CY 
2009  OPPS/ASC  proposed  rule  is  among 
the  Serious  Reportable  Events 
(commonly  referred  to  as  “never 
events”)  identified  by  the  NQF  and 
included  in  the  current  IPPS  hospital- 
acquired  conditions  payment  provision. 
We  will  continue  to  consider  each  of 
these  conditions,  as  well  as  others 
suggested  by  commenters,  as  we  move 
forward  to  develop  a  healthcare- 


associated  conditions  payment  policy 
for  the  OPPS.  We  agree  that  the  future 
implementation  of  ICD-10  will  be 
helpful  to  identify  adverse  events  and 
medical  errors,  but  we  do  not  see  the 
necessity  of  waiting  for  ICD-10  to 
initiate  a  healthcare-associated 
conditions  program  under  the  OPPS. 

We  agree  that  the  OPPS  APC  payment 
methodology  currently  does  not 
distinguish  the  severity  of  illness  of 
patients  being  treated  within  each  APC 
group.  Hospital  claims  for  both  low  and 
high  severity  patients  contribute  to  the 
calculation  of  the  overall  median  cost 
for  the  services  and  procedures  assigned 
to  each  APC.  We  also  understand  that  a 
process  to  document  and  capture 
patient  comorbidities  and  existing 
complications  in  outpatient  settings  is 
not  yet  fully  developed.  As  a  result,  a 
healthcare-associated  conditions 
payment  policy  for  the  OPPS  would 
need  to  be  initiated  and  then 
incrementally  refined,  potentially  using 
Serious  Reportable  Events  as  a  starting 
point  until  a  fair  risk  adjustment 
program  could  be  implemented. 

Likewise,  we  acknowledge  that 
Medicare  patients  may  see  physicians  or 
other  practitioners  in  multiple  HOPDs 
and  clinics,  physicians’  offices,  ASCs,  or 
other  settings  during  a  given  episode-of- 
care;  therefore,  accountability  could  be 
difficult  to  assign.  While  we  understand 
that  there  are  complexities  associated 
with  attribution  in  any  setting, 
particularly  ambulatory  settings, 
complications  are  most  likely  the  result 
of  a  breakdown  in  communication  of 
accurate,  timely,  and  relevant 
information  among  practitioners  and 
providers.  Consequently,  we  believe 
that  expansion  of  healthcare-associated 
conditions  to  settings  beyond  the  IPPS 
is  an  urgent  and  essential  next  stage  in 
encouraging  the  coordination  of  the 
highest  quality  health  care  for  Medicare 
beneficiaries. 

Comment:  Several  commenters  stated 
that  the  IPPS  hospital-acquired 
conditions  payment  reduction  methods 
would  not  be  appropriate  for  the  OPPS 
because  the  OPPS  APC  payments  are 
HCPCS  code-based  and  not  based  on 
diagnosis  and  disease  severity,  as  is  the 
IPPS.  Several  commenters  suggested 
that  without  changes  to  the  OPPS 
payment  structure,  there  would  be  no 
fair  or  straightforward  methodology  for 
adjusting  hospital  payment.  Several 
commenters  recommended  that  CMS 
use  a  flat  case  rate  reduction,  but 
cautioned  that  this  would  require  a 
comparison  of  costs  for  services 
between  claims  with  healthcare- 
associated  conditions  and  those  without 
healthcare-associated  conditions.  The 
commenters  also  recommended  several 
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other  alternative  payment  mechanisms. 
For  example,  some  commenters 
suggested  episode-based  payments 
encompassing  the  continuum  of  care 
that  recognize  and  reward  effective  post¬ 
discharge  care.  Other  commenters 
offered  a  data-driven  approach  to 
establish  benchmark  and  best  practice 
complication  rates  for  healthcare- 
associated  conditions  where  CMS  could 
set  payment  rates  based  on  average 
complication  rates  and  provide 
evidence-based  tools  to  help  hospitals 
work  toward  lower  complication  rates. 
Several  commenters  argued  that  holding 
one  provider  responsible  for  payment  of 
costs  downstream  would  not  be  viable 
because  of  multiple  payment  systems, 
contractors,  and  providers. 

Response:  VVe  appreciate  the  concerns 
of  the  commenters  about  developing  a 
payment  reduction  policy  associated 
with  healthcare-associated  conditions 
under  the  OPPS,  given  the  differences 
between  the  HCPCS  code-based  OPPS 
and  MS-DRG-based  IPPS  payment 
infrastructures,  and  we  welcome 
consideration  of  the  payment  reduction 
methodologies  suggested  by  others.  We 
note  that  we  received  no  public 
comments  on  the  possibility  of 
providing  the  same  reduced  payment 
rate  for  services  in  the  HOPD  encounter 
that  led  to  the  healthcare-associated 
condition  that  would  be  paid  to  a 
hospital  that  failed  to  meet  the  quality 
reporting  requirements.  We  will  fully 
consider  each  of  the  payment  reduction 
methodologies  suggested  by 
commenters  and  discussed  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41550).  We  also  plan  to  continue  an 
open  dialogue  with  stakeholders  as  we 
move  forward  over  the  coming  months 
toward  the  goal  of  establishing  a  strong 
connection  between  an  OPPS 
healthcare-associated  conditions 
payment  policy  and  the  delivery  of  the 
highest  quality  health  care.  We  also 
expect  that  the  future  development  and 
refinement  of  a  healthcare-associated 
conditions  payment  policy,  as  well  as 
POA  indicators  for  the  outpatient 
setting,  will  lead  to  increased 
communication  among  providers, 
contractors,  and  policvonakers,  as  well 
as  potentially  more  integrated  payment 
for  Part  B  services  across  payment 
systems.  This,  in  turn,  could  allow  for 
holding  one  provider  responsible  to 
another  for  payment  of  costs 
downstream  for  healthcare-associated 
conditions. 

Comment:  Many  commenters  asserted 
that  the  POA  indicators  in  use  for  the 
IPPS  hospital-acquired  conditions 
policy  beginning  October  1,  2008  may 
need  to  be  modified  as  a  requirement  for 
healthcare-associated  conditions  in  the 


HOPD  or  ASC  setting.  Several 
commenters  observed  that  the 
conditions  CMS  proposed  for 
consideration  (air  embolism,  object  left 
in  during  surgery,  blood 
incompatibility,  and  falls  and  trauma) 
would  likely  result  in  an  inpatient 
admission  with  the  healthcare- 
associated  condition  reported  as  present 
on  admission.  Many  commenters  also 
argued  that  the  HOPD  episode-of-care  is 
often  too  short  to  identify  whether  a 
condition  was  present  at  the  beginning 
of  the  hospital  outpatient  stay.  They 
also  bplieved  that  there  would  likely  be 
unintended  consequences  to  using  a 
POA  indicator  for  the  OPPS,  such  as 
hospitals  providing  increased  and 
unnecessary  diagnostic  testing.  Sev'eral 
commenters  claimed  that  having  to 
report  POA  indicators  for  all  1CD-9-CM 
diagnosis  codes  would  be  an 
administrative  burden  on  hospitals. 

They  requested  that  CMS  consider 
narrowing  hospital  outpatient  POA  data 
collection  to  specific  conditions  or 
specific  populations  of  beneficiaries.  In 
addition,  one  commenter  suggested  that 
the  entire  current  ICD-9-CM  Official 
Coding  Cuidelines  for  POA  would  have 
to  be  evaluated  and  possibly  revised  or 
rewritten  for  outpatient  settings,  due  to 
potential  complications  of  collecting 
POA  information  in  the  outpatient 
setting  using  the  current  guidelines.  A 
number  of  commenters  believed  the 
term  “present  on  admission”  was  not 
applicable  to  the  HOPD  setting  and 
suggested  the  term  would  need  to  be 
changed  to  “present  on  arrival.”  Finally, 
some  commenters  suggested  that  a 
“present  on  encounter”  indicator  or 
another  form  of  incorporation  of  pre¬ 
existing  conditions  into  an  episode-of- 
care  might  be  more  useful  than  a  POA 
indicator  because  care  may  extend  into 
other  settings  or  to  other  caregivers  or 
practitioners. 

Response:  We  acknowledge  that  the 
POA  indicator  was  designed  for  hospital 
inpatient  use  and  would  need  to  be 
refined  for  the  HOPD  setting,  both  to 
accommodate  events  occurring  in  the 
hospital  outpatient  setting  that  directly 
result  in  hospital  admission  (for 
example,  air  embolism),  as  well  as  to 
allow  identification  of  HOPD  initiated 
healthcare-associated  conditions  that 
may  become  apparent  distinct  from  the 
date  of  the  initiating  event  (for  example, 
object  left  in  during  surgery).  We  believe 
that  accountability  of  a  single  hospital 
provider  for  the  quality  of  medical  care 
provided  across  its  outpatient  and 
inpatient  settings  should  be  a  central 
component  of  patient-centered  care 
coordination  and  effective 
implementation  of  hospital-acquired 


and  healthcare-associated  conditions 
payment  policies.  For  instance,  we  do 
not  believe  that  a  preventable  condition 
acquired  in  the  HOPD  that  results  in  an 
inpatient  admission  should  be 
considered  POA  because  it  occurred 
before  there  was  a  physician’s  written 
order  to  admit  the  patient.  In  such  a 
case,  it  was  the  hospital’s  care  that 
caused  the  condition  and  the  inpatient 
admission  and,  in  our  view,  the 
condition  should  not  be  considered  as  a 
complication  or  major  complication  in 
determining  the  Medicare  inpatient 
hospital  payment.  It  would  be  clinically 
non-intuitive  and  counter  to  the  goals  of 
patient  safety  and  value-based 
purchasing  if  healthcare-associated 
conditions  that  developed  during  an 
HOPD  encounter  and  resulted  in  an 
inpatient  admission  coulo  not  be 
identified  through  our  coding  systems 
and,  therefore,  an  appropriate  payment 
adjustment  could  not  be  provided.  We 
will  raise  this  issue  with  the  NUBC, 
which  is  responsible  for  maintaining  the 
POA  reporting  definitions.  In  addition, 
we  believe  that  it  would  be  both 
inappropriate  and  a  disservice  to 
beneficiaries  for  hospitals  to  engage  in 
activities  such  as  delayed  admission  or 
transfer  between  a  provider’s  facilities 
or  satellites  in  order  to  avoid  an  IPPS 
hospital-acquired  condition  payment 
reduction. 

It  is  imperative  that  as  we  consider 
expansion  of  the  IPPS  hospital-acquired 
conditions  payment  policy  to  other 
settings,  we  synchronize  policies  across 
Medicare  payment  systems.  Therefore, 
we  look  forward  to  working  with  the 
NUBC  to  develop  POA  indicators 
appropriate  to  outpatient  settings.  We 
also  plan  to  work  with  the  NUBC  to 
refine  and  update  the  POA  reporting 
definitions  so  that  we  can  accomplish 
the  goals  of  the  IPPS  hospital-acquired 
and  OPPS  healthcare-associated 
conditions  policies  of  holding  a 
provider  responsible  for  preventable 
conditions  attributable  to  care  provided 
in  its  own  outpatient  or  inpatient 
settings,  while  also  ensuring  that  the 
reporting  definitions  continue  to  be 
appropriate  and  effective  for 
nonhospital-acquired  conditions 
payment  and  research  purposes.  As  we 
move  toward  an  OPPS  healthcare- 
associated  conditions  payment  policy, 
we  will  work  with  hospitals  and  other 
stakeholders  to  ensure  that  reporting  of 
conditions  in  outpatient  settings  could 
be  accomplished  in  a  way  that  would  be 
administratively  manageable  for 
hospitals,  while  discouraging  potential 
undesirable  effects  on  beneficiaries  and 
the  Medicare  program,  such  as 
overutilization  of  diagnostic  testing. 
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In  summary,  we  thank  commenters 
for  their  thoughtful  responses  and 
suggestions  to  our  CY  2009  OPPS/ASC 
proposed  rule  discussion  and  questions 
regarding  the  potential  for  extension  of 
the  IPPS  hospital-acquired  conditions 
payment  provision  to  outpatient  settings 
through  a  healthcare-associated 
conditions  payment  policy.  We  view 
addressing  the  ongoing  problem  of 
preventable  healthcare-associated 
conditions  in  outpatient  settings, 
including  the  HOPD,  as  a  key  value- 
based  purchasing  strategy  to  sharpen  the 
focus  on  such  improvements  beyond 
hospital  inpatient  care  to  those  settings 
where  the  majority  of  Medicare 
beneficiaries  receive  most  of  their  health 
care  services.  We  look  forward  to 
continuing  to  work  with  stakeholders  to 
improve  the  quality,  safety,  and  value  of 
healthcare  provided  to  Medicare 
beneficiaries,  beginning  with  the  joint 
IPPS/OPPS  listening  session  that  we 
anticipate  holding  this  winter. 

XVIII.  Hospital  Conditions  of 
Participation:  Requirements  for 
Approval  and  Re-Approval  of 
Transplant  Centers  To  Perform  Organ 
Transplants;  Policy  ClariRcation 

On  March  30,  2007,  we  published  in 
the  Federal  Register  (72  FR  15198)  a 
final  rule  that  set  forth  the  requirements 
that  heart,  heart-lung,  intestine,  kidney, 
lung,  and  pancreas  transplant  centers 
must  meet  to  participate  as  Medicare- 
approved  transplant  centers.  These 
requirements  included  procedures  for 
approval  and  re-approval,  as  well  as 
disapproval,  of  transplant  centers.  In 
that  final  rule,  we  summarized  and 
responded  to  the  public  comments  that 
we  had  received  on  a  preceding 
proposed  rule  published  in  the  Federal 
Register  on  February  4,  2005  (70  FR 
6140). 

This  final  rule  clarifies  and  revises 
several  statements  of  policy  that  were 
provided  in  the  March  30,  2007  final 
rule  as  responses  to  public  comments 
received  on  the  proposed  rule. 
Specifically,  among  the  public 
comments  received,  a  few  commenters 
recommended  that  “a  center  should  be 
allowed  to  continue  Medicare 
participation  pending  exhaustion  of  any 
appeals,  provided  that  its  treatment  of 
Medicare  beneficiaries  does  not 
jeopardize  their  health  and  safety.”  In 
the  March  30,  2007  final  rule  (72  FR 
15242),  we  responded,  in  part,  to  this 
public  comment  by  stating  that  “[i]f  a 
transplant  center  appeals  a  termination 
of  Medicare  approval  under  42  CFR  part 
498,  the  termination  will  not  occur  until 
the  appeals  process,  if  any,  is 
completed.”  This  statement  is  contrary 
to  longstanding  Medicare  policy. 


In  addition,  in  the  February  4,  2005 
proposed  rule,  we  had  proposed  at 
§  482.104(c)(2)  to  require  a  transplant 
center  being  terminated  to  inform 
’patients  on  the  center’s  waiting  list  of 
that  fact  30  days  prior  to  the 
termination.  One  commenter  who 
responded  to  the  proposed  rule 
recommended  that  CMS  modify  the 
proposed  30-day  notification 
requirement  by  adding  language  to 
indicate  that  patients  on  the  center’s 
waiting  list  must  be  informed  30  days 
prior  to  the  termination  “and  following 
the  exhaustion  of  all  appeals  provided 
pursuant  to  [part]  498.”  In  the  preamble 
to  the  March  30,  2007  final  rule  at  page 
15248,  we  responded  to  this  comment 
in  part  by  stating  that  “(i]n  most  cases 
Medicare  providers  and  suppliers  are 
permitted  to  continue  to  participate  in 
Medicare  while  an  appeal  is  pending. 

*  *  *”  This  response  statement  is  also 
contrary  to  longstanding  Medicare 
policy. 

In  this  final  rule,  we  are  clarifying  the 
two  responses  in  the  preamble  of  the 
March  30,  2007  final  rule  to  make  clear 
that  longstanding  Medicare  policy  does 
not  permit  a  provider  to  continue  to 
participate  in  the  Medicare  program 
until  the  provider  has  exhausted  all 
appeals.  In  fact,  it  has  been,  the 
consistent  policy  of  this  Department  for 
more  than  30  years  to  make  provider 
agreement  terminations,  and  most 
alternative  sanctions,  effective  prior  to 
the  running  of  the  administrative 
appeals  process.  Where  the  matter  has 
arisen  in  litigation  over  the  years,  the 
courts  have  upheld  this  position.  We 
cite  the  following  court  cases  as 
examples;  Cathedral  Rock  of  North 
College  Hill,  Inc.  v.  Shalala,  223  F.3d 
354  (6th  Cir.  2000);  Caton  Ridge  Nursing 
Home,  Inc.  v.  Califano,  596  F.2d  608 
(4th  Cir.  1979):  and  Geriatrics,  Inc.  v. 
Harris,  640  F.2d  262  (10th  Cir.  1981). 
While  there  are  many  legal  arguments 
that  have  been  made  in  support  of  this 
view,  the  Department  has  t^en  this 
position  largely  based  on  its  underlying 
belief  that  patients  or  residents  of  health 
care  facilities  should  not  be  subjected  to 
continued  poor  quality  of  care  for  the 
pendency  of  an  appeal  which  can  be 
lengthy  in  duratiori.  In  this  context,  the 
interests  of  providers  wanting  to  stay  in 
the  program  must  be  of  secondary 
importance  to  the  well-being  of  the 
Medicare  patient  population. 

Thus,  if  a  provider,  such  as  a 
transplant  center,  appeals  a  termination 
of  Medicare  approval  under  42  CFR  part 
498,  termination  occurs  on  the  date 
established  by  CMS,  and  termination 
will  be  prior  to  the  onset  of  any  appeals 
process,  whether  or  not  the  deficiency 


poses  immediate  jeopardy  to  the  health 
and  safety  of  patients. 

Therefore,  in  this  final  rule,  we  are 
clarifying  the  response  to  comment 
language  of  the  preamble  of  the  March 
30,  2007  final  rule  at  page  15242  by 
revising  it  to  read  “Thus,  if  a  transplant 
center  appeals  a  termination  of 
Medicare  approval  under  42  CFR  part 
498,  the  termination  will  occur.be/ore 
the  appeals  process,  if  any,  begins.” 
(Emphasis  added)  We  are  clarifying  the 
response  to  comment  language  of  the 
preamble  of  the  March  30,  2007  final 
rule  at  page  15248  by  revising  it  to  read 
“Medicare  providers  and  suppliers  are 
not  entitled  to  have  their  program 
participation  continue  during  the 
pendency  of  the  administrative  appeals 
process.”  We  note  that  no  change  is 
being  made  to  the  regulation  text 
because  the  regulation  itself  does  not 
call  for  a  prior  hearing.  Our  intent  is 
only  to  clarify  and  correct  earlier 
preamble  statements  that  ran  contrary  to 
a  longstanding,  policy  of  this 
Department. 

This  clarification  does  not  impose 
information  collection  and 
recordkeeping  requirements. 
Consequently,  it  need  not  be  reviewed 
by  the  Office  of  Management  and 
Budget  under  the  authority  of  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  35). 

The  revised  preamble  statements 
merely  clarify  existing  policy  and, 
therefore,  the  impact  is  negligible. 

XIX.  Files  Available  to  the  Public  via 
the  Internet 

A.  Information  in  Addenda  Related  to 
the  CY  2009  Hospital  OPPS 

Addenda  A  and  B  to  this  final  rule 
with  comment  period  provide  various 
data  pertaining  to  the  CY  2009  payment 
for  items  and  services  under  the  OPPS. 
Addendum  A,  which  includes  a  list  of 
all  APCs  to  be  payable  under  the  OPPS, 

,  and  Addendum  B,  which  includes  a  list 
of  all  active  HCPCS  codes  and  all 
currently  active  HCPCS  codes  that  will 
be  discontinued  at  the  end  of  CY  2008 
with  their  assigned  OPPS  payment 
status  and  comment  indicators,  are 
available  to  the  public  by  clicking 
“Hospital  Outpatient  Regulations  and 
Notices”  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 

HospitalOu  tpa  tien  tPPS/. 

For  the  convenience  of  the  public,  we 
also  are  including  on  the  CMS  Web  site 
a  table  that  displays  the  HCPCS  code 
data  in  Addendum  B  sorted  by  APC 
assignment,  identified  as  Addendum  C. 

Addendum  Dl  defines  the  payment 
status  indicators  that  are  used  in 
Addenda  A  and  B.  Addendum  D2 
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through  the  governing  body  and  with 
the  active  participation  of  the  medical 
staff,  must  develop,  implement,  and 
maintain  an  ongoing,  data-driven  QAPI 
program.  This  section  outlines  the 
standards  for  the  scope  of  the  QAPI 
program,  the  use  of  quality  indicator 
data,  the  prioritization  of  performance 
improvement  program  activities,  the 
complexity  of  performance 
improvement  projects,  and  the 
responsibilities  of  ASC  governing 
bodies.  Specifically,  §  416.43(d)(2)  states 
that  an  ASC  must  fully  document  the 
performance  improvement  projects  that 
are  being  conducted.  The 
documentation,  at  a  minimum,  must 
include  the  reason(s)  for  implementing 
the  project,  and  a  description  of  the 
results  of  the  project. 

The  burden  associated  with  this 
requirement  is  the  time  and  effort 
involved  in  collecting,  analyzing,  and 
documenting  the  performance 
improvement  projects.  We  estimate  that 
each  ASC  would  spend  18  hours  a  year 
collecting,  analyzing,  and  documenting 
the  findings.  These  activities  would 
most  likely  be  managed  by  the  ASC’s 
administrator.  Based  on  an  hourly  rate 
of  $49.00,  the  total  cost  of  these 
activities  is  estimated  to  be  $882  per 
ASC. 

We  did  not  receive  any  public 
comments  on  this  information 
collection  requirement. 

3.  Condition  for  Coverage — Patient 
Rights  (§416.50) 

Section  416.50  sets  out  the 
requirements  an  ASC  must  meet  when 
informing  a  patient  of  his  or  her  rights, 
in  addition  to  requirements  for  the 
protection  and  promotion  of  these 
rights.  Section  416.50(a)(1)  requires  that 
an  ASC  provide  the  patient  or,  as 
appropriate,  the  patient’s  representative 
with  verbal  and  written  notice  of  the 
patient’s  rights  in  advance  of  the 
procedure  to  be  performed  at  the  ASC 
and  in  a  language  and  manner  that  the 
patient  or  patient’s  representative 
understands. 

The  burden  associated  with  these 
requirements  is  the  time  and  effort 
required  to  inform  the  patient  or,  as 
appropriate,  the  patient’s  representative 
of  the  patient’s  rights.  Because  ASCs 
must  notify  patients  either  verbally  or  in 
writing  in  advance  of  the  patient  comhig 
under  the  ASC’s  care,  ASCs  may  choose 
to  mail  the  patient  rights  notification  to 
the  patient  along  with  the  pre-surgical 
information,  the  physician’s  financial 
interests  or  ownership,  and  the  advance 
directives.  Generally,  the  most  effective 
and  efficient  manner  to  furnish  a  notice 
of  rights  is  to  initially  develop,  a  general 
notice  which  can  be  subsequently 


discussed  and/or  distributed  as  needed. 
We  expect  that  an  ASC  will  use  this 
simple  and  inexpensive  approach  in 
order  to  meet  this  requirement.  In 
response  to  the  needs  of  their  specific 
patient  populations,  some  ASCs  might 
choose  to  have  their  patient  rights 
notification  written  in  the  predominant 
language(s)  of  their  patients.  More  than 
likely,  this  message  would  be  written  by 
a  registered  nurse  or  similar 
professional.  A  typical  message  might 
be  in  three  parts:  An  introduction:  the 
information  section;  and  a  section  for 
follow-up  questions  and  issues.  We 
expect  the  effort  to  develop  this  one¬ 
time  message  would  not  exceed  1  hour 
at  a  cost  of  $39.00  for  each  ASC.  We 
believe  that  this  would  be  a  one-time 
cost  for  ASCs  and  estimate  that  the  total 
costs  would  be  $198,900  for  all  ASCs. 

Section  416.50(a)(2)(i)  requires  ASCs 
to  provide  the  patient  or  representative 
with  information  concerning  its  policies 
on  advance  directives,  including  a 
description  of  applicable  State  law. 
Section  416.50(a)(2)(iii)  requires 
documentation  in  a  prominent  part  of 
the  patient’s  medical  record  that 
indicates  whether  or  not  the  patient  has 
executed  an  advance  directive.  The 
burden  associated  with  these 
requirements  is  the  time  and  effort 
necessary  for  disseminating  the 
information  to  the  patient  and 
maintaining  the  necessary 
documentation  in  the  medical  record. 
ASCs  mail  information  to  their  patients 
concerning  documentation  that  must  be 
completed  prior  to  the  surgical 
procedure.  Dissemination  of  the 
advance  directives  information  will 
result  in  the  inclusion  of  one  additional 
sheet  of  paper  in  the  ASC’s  mailing 
packet.  In  addition,  as  a  matter  of  both 
law  and  ethics,  health  care  providers  are 
generally  expected  to  provide  care  that 
conforms  to  the  wishes  and  priorities  of 
the  patient.  Thus,  information  on 
advance  directives  should  be 
communicated  in  a  way  that  effectively 
notifies  patients  of  their  right  to 
complete  an  advance  directive  before 
they  agree  to  use  the  facility’s  services 
because  the  facility’s  policy  could  be 
important  to  a  patient’s  choice  of 
whether  to  use  that  facility.  Providing 
advance  directives  information  to 
patients  prior  to  the  patient’s  first  visit 
to  the  ASC  is  typically  done  by  ASCs 
even  though  it  is  not  specifically 
federally  mandated. 

However,  arguably,  informing  patients 
concerning  advance  directives  is  in 
keeping  with  the  current  requirement 
concerning  documentation  of  properly 
executed  informed  patient  consent 
found  at  §416.47  and  would  be 
considered  part  of  the  ASC’s  standard 


operating  costs.  Thus,  while  these 
requirements  are  subject  to  the  PRA,  we 
believe  they  would  constitute  usual  and 
customary  business  practices.  Pursuant 
to  5  CFR  1320.3(b)(2),  we  will  not 
include  these  activities  in  the  PRA 
analysis. 

Section  416.50(a)(3)  imposes  both 
recordkeeping  and  reporting 
requirements.  Specifically, 

§  416.50((a)(3)(ii)  states  that  an  ASC 
must  fully  document  all  alleged 
violations  relating,  but  not  limited  to, 
mistreatment,  neglect,  verbal,  mental, 
sexual  or  physical  abuse.  In  addition,  at 
§416.50(a)(3)(iii),  an  ASC  must 
immediately  report  the  allegations  to  a 
person  in  authority  in  the  ASC.  Under 
§416.50(a)(3)(iv),  the  ASC  must 
immediately  report  substantiated 
allegations  to  the  State  and  local  bodies 
having  jurisdiction,  and  the  State  survey 
agency  if  warranted.  In  addition, 
§416.50(a)(3)(v)  requires  an  ASC  to 
document  how  the  grievance  was 
addressed.  The  ASC  must  also  provide 
the  patient  with  a  written  notice  of  its 
decision. 

The  burden  associated  with  this 
requirement  is  the  time  and  effort 
necessary  to  fully  document  the  alleged 
violation  or  complaint,  disclose  the 
written  notice  to  each  patient  who  filed 
a  grievance,  and  report  the  alleged 
violations  to  the  aforementioned 
entities.  We  estimate  that,  on  average,  it 
will  take  each  ASC  15  minutes  at  a  cost 
of  $39.00  an  hour  to  develop  and 
disseminate  12  notices  on  an  annual 
basis  (3  hours  per  ASC),  for  a  total  ASC 
burden  of  15,300  hours  at  a  cost  of 
$596,700. 

Since  ASCs  began  operating  under 
Medicare  in  1982,  they  have  been 
required  to  provide  information  to 
patients  about  the  procedures  to  be 
performed.  This  information  is  provided 
to  patients  by  way  of  the  informed 
patient  consent  in  the  current 
regulation.  ASCs  are  also  responsible  for 
providing  patients  with  information 
concerning  expected  outcomes.  The 
final  rule  requires  that  ASCs  continue 
this  practice.  Therefore,  we  do  not 
anticipate  that  ASCs  will  incur 
significant  costs  associated  with  this 
requirement. 

While  these  requirements  are  subject 
to  the  PRA,  we  believe  they  would 
constitute  a  usual  and  customary 
business  practice.  Pursuant  to  5  CFR 
1320.3(b)(2),  we  will  not  include  these 
activities  in  the  PRA  analysis. 

We  did  riot  receive  any  public 
comments  on  these  information 
collection  requirements. 
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4.  Condition  for  Coverage — Patient 
Admission,  Assessment,  and  Discharge 
(§416.52) 

Section  416.52(a)  requires  each 
patient  to  have  a  comprehensive 
medical  history  and  physical 
assessment  no  more  than  30  days  before 
the  scheduled  surgery  date.  The  patient 
also  must  have  a  pre-surgical 
assessment  which  must  occur  upon 
admission.  Section  416.52(b)  requires 
that  the  patient’s  post-surgical  condition 
must  be  assessed  and  documented  in 
the  medical  record  and  that  the  patient’s 
post-surgical  needs  must  be  addressed 
and  included  in  the  discharge  notes. 
Section  416.52(c)  requires  that  ASCs 
provide  each  patient  written  discharge 
instructions  and  ensure  that  each 
patient  receives  a  discharge  order  signed 
by  a  physician  or  other  qualified 
practitioner.  ASCs  also  must  ensure  all 
patients  are  discharged  in  the  company 
of  a  responsible  adult. 

The  burden  associated  with  these 
requirements  is  the  time  and  effort 
necessary  to  perform  the  assessments 
and  to  document  the  information  in  the 
medical  record.  However,  performing 
patient  assessments  and  documenting 
medical  records  is  normal  and 
customary  business  practice  for  health 
care  providers.  Therefore,  while  these 
requirements  are  subject  to  the  PRA,  the 
associated  burden  is  exempt  as  it  meets 
the  requirements  set  forth  in  5  CFR 
1320.3(b)(2). 

We  did  not  receive  any  public 
comments  on  these  information 
collection  requirements. 

5.  Revisions  to  the  CfC  on  Infection 
Control  in  This  Final  Rule  (§416.51) 

In  §416.51  of  the  August  31,  2007 
ASC  CfCs  proposed  rule,  we  included  a 
CfC  on  infection  control,  which 
specified  that  an  ASC  must  (1)  provide 
a  functional  and  sanitary  environment 
for  the  provision  of  surgical  services  by 
adhering  to  professionally  acceptable 
standards  of  practice  and  (2)  maintain 
an  ongoing  program  designed  to 
prevent,  control,  and  investigate 
infections  and  communicable  diseases. 
The  program  would  be  required  to 
designate  a  qualified  professional  who 
has  training  in  infection  control, 
integrate  the  infection  control  program 
into  the  ASC’s  QAPI  program,  and  be 
responsible  for  providing  a  plan  of 
action  for  preventing,  identifying,  and 
managing  infections  and  communicable 
diseases  and  for  immediately 
implementing  corrective  and  preventive 
measures  that  result  in  improvement. 

As  discussed  in  section  XV.B.2.b.(5) 
of  this  preamble  of  this  final  rule,  in 
response  to  public  comments  received, 


we  are  revising  §  416.51(b)  to  specify 
that  the  infection  control  and 
prevention  program  must  include 
documentation  that  the  ASC  has 
considered,  selected,  and  implemented 
nationally  recognized  infection  control 
guidelines. 

The  burden  associated  with  this 
requirement  is  the  time  and  effort 
necessary  to  document  the 
consideration,  selection,  and 
implementation  of  the  nationally 
recognized  infection  control  guidelines 
information  in  the  program.  We  believe 
that  the  time  needed  for  the  required 
documentation  would  be  negligible. 
Therefore,  while  this  requirement  is 
subject  to  the  PRA,  the  associated 
burden  is  exempt  as  it  meets  the 
requirements  set  forth  in  5  CFR 
1320.3(b)(2). 

f.  Effects  of  the  Patient  Admission, 
Assessment,  and  Discharge  Provision 
(§416.52) 

We  are  finalizing  this  new  condition 
because  it  represents  the  current 
standard  of  practice  and  does  not  pose 
additional  burden. 

(1)  Effects  of  the  Admission  and  Pre- 
Surgical  Assessment  Provision 

We  are  requiring  the  completion  of  a 
comprehensive  medical  history  and 
physical  assessment  no  more  than  30 
days  before  the  day  of  the  scheduled 
surgery.  It  is  very  unlikely  that  the 
comprehensive  medical  history  will  be 
completed  at  the  ASC.  Therefore,  there 
is  unlikely  to  be  any  ASC  burden 
associated  with  this  requirement. 

We  are  requiring  that  a  pre-surgical 
assessment  be  completed  upon 
admission  to  the  ASC.  Existing 
regulations  at  §  416.42(a)  require  a 
physician  to  examine  the  patient 
immediately  before  surgery  to  evaluate 
the  risks  involved  in  administering 
anesthesia  and  performing  the 
procedure.  Physicians  must  determine 
that  patients,  including  those  at  high 
risk,  are  able  to  undergo  the  surgery 
itself  and  be  able  to  manage  recovery. 
Pre-surgical  assessments  represent  a 
current  standard  of  community  practice, 
are  currently  required  under  existing 
regulations,  and,  therefore,  do  not  pose 
additional  burden. 

To  ensure  the  ASC  health  care  team 
has  all  patient  information  available 
when  needed,  the  medical  history  and 
physical  assessment  must  be  placed  in 
the  patient’s  medical  record  before  the 
sijurgical  procedure  is  started.  There  is 
no  burden  associated  with  this 
requirement. 


(2)  Effects  of  the  Post-Surgical 
Assessment  Provision 

The  post-surgical  assessment  requires 
the  ASC  to  ensure  the  patient’s  post- 
surgical  condition  is  documented  in  the 
medical  record  by  a  physician  or  other 
qualified  practitioner  in  accordance 
with  State  law  and  ASC  policy,  and  the 
patient’s  post-surgical  needs  addressed 
and  included  in  the  discharge  notes. 
Post-surgical  assessments,  located  in  the 
current  regulation  under  surgical 
services,  reflect  ASC  standard  of 
practice,  and  therefore,  do  not  pose 
additional  burden. 

(3)  Effects  of  the  Discharge  Provision 

The  ASC  is  required  to  provide  each 
patient  with  discharge  instructions  and 
ensure  each  patient  has  a  signed 
discharge  order,  any  needed  overnight 
supplies  and  physician  contact 
information  for  followup  care  or  an 
appointment.  Requiring  the  patient  to 
have  a  signed  discharge  order,  discharge 
instructions,  any  immediate  overnight 
supplies  that  may  be  needed,  and 
physician  contact  information  when  the 
patient  leaves  the  ASC  is  standard 
practice.  Therefore,  we  do  not  believe 
this  is  a  new  burden  for  ASCs. 

Therefore,  while  these  requirements 
are  subject  to  the  PRA,  the  associated 
burden  is  exempt  as  it  meets  the 
requirements  set  forth  in  5  CFR 
1320.3(b)(2). 

C.  Associated  Information  Collections 
Not  Specified  in  Regulatory  Text 

This  final  rule  with  comment  period 
does  not  impose  any  information 
collection  requirements  through 
regulatory  text.  However,  this  final  rule 
with  comment  period  makes  reference 
to  one  associated  information  collection 
concerning  the  HOP  QDRP  that  is  not 
discussed  in  the  regulatory  text.  The 
following  is  a  discussion  of  this 
collection,  for  which  we  solicited  public 
comment  in  the  CY  2009  OPPS/ASC 
proposed  rule  (73  FR  41552). 

Section  419.43(h)  requires  hospitals, 
in  order  to  qualify  for  the  full  annual 
update,  to  submit  quality  data  to  CMS, 
as  specified  by  CMS.  In  section  XVI.C.l. 
of  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41541),  we  proposed  the 
specific  requirements  related  to  the  data 
that  must  be  submitted  for  the  update 
fof  CY  2010.  The  burden  associated 
with  this  section  is  the  time  and  effort 
associated  with  collecting  and 
submitting  the  data,  completing 
participating  forms  and  submitting 
charts  for  chart  audit  validation.  In  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41552),  we  estimated  that  there  will 
be  approximately  3,500  respondents  per 
year. 
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For  hospitals  to  collect  and  submit  the 
information  on  the  required  measures, 
we  estimated  it  will  take  30  minutes  per 
sampled  case.  In  this  final  rule  with 
comment  period,  we  have  reduced  the 
burden  associated  with  our  proposed 
data  submission  requirements  by 
making  hospital  submission  of  the 
aggregate  numbers  of  outpatient 
episodes  of  care  which  are  eligible  for 
submission  under  the  HOP  QDRP 
voluntary,  instead  of  requiring  this 
submission  as  we  proposed.  Thus, 
although  in  the  proposed  rule  based  on 
an  estimated  10  percent  sample  size  and 
estimated  populations  of  2.5  to  5 
million  outpatient  visits  per  measure, 
we  estimated  a  total  of  1,800,000  cases 
per  year,  the  changes  in  this  final  rule 
with  comment  period  will  reduce  this 
burden. 

In  addition,  in  the  proposed  rule  we 
estimated  that  completing  participation 
forms  will  require  approximately  4 
hours  per  hospital  per  year.  (Hospitals 
that  continue  to  participate  in  the  HOP 
QDRP  only  have  to  complete  the 
participation  form  in  the  first  year  that 
they  participate.)  We  expected  the 
burden  for  all  of  these  hospitals  to  total 
914,000  hours  per  year. 

For  CY  2010,  we  proposed  that  the 
proposed  validation  process  would 
require  a  random  sample  of  800 
participating  hospitals  to  submit  50 
charts  on  an  annual  basis.  The  burden 
associated  with  this  requirement  is  the 
time  and  effort  associated  with 
collecting,  copying,  and  submitting 
these  charts.  It  would  take 
approximately  20  hours  per  hospital  to 
submit  the  50  charts.  There  would  be  a 
total  of  approximately  40,000  charts 
(800  hospitals  x  50  charts  per  hospital) 
submitted  by  the  hospitals  to  CMS  for 
a  total  burden  of  16,000  hours. 
Therefore,  the  total  burden  for  all 
hospitals  would  be  930,000  hours  per 
year. 

In  this  final  rule  with  comment  period 
we  have  revised  the  validation  process. 
The  validation  process  will  be  used  a 
test  to  provide  feedback  to  all 
participating  hospitals,  but  will  not 
affect  CY  2010  payment  determinations. 
We  will  still  use  a  sample  of  800 
participating  hospitals,  but  we  will 
sample  50  or  less  cases  per  hospital. 
Thus,  we  believe  that  the  burden  for  the 
validation  process  will  be  somewhat 
less  than  our  original  estimate,  although 
we  cannot  determine  how  much  less 
until  we  determine  the  final  number  of 
cases  sampled. 

We  did  not  receive  any  public 
comments  specifically  regarding  these 
burden  estimates.  We  believe  that  our 
proposed  estimates  are  still  valid  for 
this  final  rule  with  comment  period. 


although  we  expect  that  the  actual 
burden  will  be  somewhat  reduced  by 
the  changes  from  the  proposed  rule 
adopted  in  this  final  rule  with  comment 
period  discussed  above. 

We  are  requesting  OMB’s  emergency 
review  and  approval  of  the  information 
collection  requirements  in 
§§  416.41(c)(1)  and  (c)(3),  416.43,  and 
416.50.  Emergency  review  and  approval 
is  necessary  to  ensure  that  these 
requirements  are  approved  before  the 
effective  date  of  these  provisions. 

^  If  you  comment  on  these  information 
collection  and  record  keeping 
requirements,  please  mail  copies 
directly  to  the  following  by  the  date 
listed  in  the  “DATES”  section  of  this 
final  rule  with  comment  period: 

Centers  for  Medicare  &  Medicaid 
Services,  Office  of  Strategic 
Operations  and  Regulatory  Affairs, 
Division  of  Regulations  Development, 
Attn.:  William  Parham,  CMS-1404- 
FC,  Room  C5-14-03,  7500  Security 
Boulevard,  Baltimore,  MD  21244- 
1850. 

Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Room  10235,  New  Executive 
Office  Building,  Washington,  DC 
20503,  Attn:  CMS  Desk  Officer,  CMS- 
1404-FC  Fax  (202)  395-6974. 

XXI.  Waiver  of  Proposed  Rulemaking 

A.  Requirements  for  Waivers 

We  ordinarily  publish  a  notice  of 
proposed  rulemaking  in  the  Federal 
Register  to  provide  for  public  comment 
before  the  provisions  of  a  rule  take  effect 
in  accordance  with  section  553(b)  of  the 
Administrative  Procedure  Act  (APA). 
The  notice  of  proposed  rulemaking 
includes  a  reference  to  the  legal 
authority  under  which  the  rule  is 
proposed,  and  the  terms  and  substances 
of  the  proposed  rule  or  a  description  of 
the  subjects  and  issues  involved. 
However,  this  procedure  can  be  waived 
if  the  Secretary  finds,  for  good  cause, 
that  the  notice-and-comment  procedure 
is  impracticable,  unnecessary,  or 
contrary  to  the  public  interest,  and 
incorporates  a  statement  of  the  finding 
and  the  reasons  therefore  in  the  rule. 

B.  OPPS  Regulations  Update  to  42  CFR 
419.43(d)(l)(i)(B) 

We  are  making  a  technical  correction 
to  §419.43(d)(l)(i)(B)  to  appropriately 
reference  §419.66.  The  correcting 
amendment  to  §419.43(d)(l)(i)(B) 
merely  removes  the  phrase  “paragraph 
(e)  of  this  section”  and  adds  in  its  place 
the  correct  cross-reference  “§419.66.” 

As  this  correction  does  not  make 
substantive  changes  to  any  underlying 
policy  and  is  purely  technical  in  nature. 


we  find  good  cause  to  waive  notice-and- 
comment  procedures  as  unnecessary. 

C.  OPPS  Regulations  Update  to  42  CFR 
419.43(f) 

We  are  making  a  technical  conforming 
amendment  to  §  419.43(f)  which  sets 
forth  our  longstanding,  consistent  policy 
to  exclude  certain  items  and  services 
from  eligibility  for  outlier  payments. 
Under  our  longstanding  policy,  drugs 
and  biologicals,  as  well  as  items  paid  at 
charges  adjusted  to  cost  by  application 
of  a  hospital-specific  CCR  are  excluded 
from  the  payment  adjustment  in 
§  419.43(d).  In  the  past,  we  updated  the 
regulations  at  §  419.43(f)  to  specifically 
identify  those  items  paid  at  charges 
adjusted  to  cost  by  a  hospital-specific 
CCR  that  we  exclude  from  this 
adjustment  (for  example,  brachytherapy 
sources).  We  are  now  specifying  in  a 
general  manner  that  items  paid  at 
charges  adjusted  to  cost  are  not  eligible 
for  the  adjustment  in  §  419.43(d)  (rather 
than  specifically  listing  all  items  that 
are  paid  at  charges  adjusted  to  cost  and 
that  are  excluded  from  the  payment 
adjustment  in  §  419.43(d)).  This 
technical  conforming  amendment 
reflects  our  existing  policy  which  has 
previously  been  subject  to  notice-and- 
comment  procedures.  Therefore,  we 
find  good  cause  to  waive  notice-and- 
comment  procedures  as  unnecessary. 

D.  OPPS  Regulations  Update  to  42  CFR 
419.43(g)(4) 

We  are  making  a  correcting 
amendment  to  §  419.43(g)(4)  which  sets 
forth  our  longstanding,  consistent  policy 
to  exclude  items  paid  at  charges 
adjusted  to  cost  by  application  of  a 
hospital-specific  CCR  from  the  payment 
adjustment  in  §  419.43(g)(4).  Instead  of 
annually  updating  the  regulations  at 
§419.43  to  specifically  identify  those 
items  paid  at  charges  adjusted  to  cost, 
for  administrative  ease  and 
convenience,  §  419.43(g)(4)  now 
specifies  in  a  general  manner  that  items 
and  services  paid  at  charges  adjusted  to 
cost  by  a  hospital-specific  CCR  are  not 
eligible  for  the  adjustment  in 
§  419.43(g)(2).  This  correcting 
amendment  does  not  alter  our 
longstanding,  consistent  policy 
regarding  items  paid  at  charges  adjusted 
to  cost  by  application  of  a  hospital- 
specific  CCR.  As  these  changes  reflect 
existing  policy  and  the  substantive 
policies  have  already  undergone  notice- 
and-comment  procedures,  we  find  good 
cause  to  waive  notice-and-comment 
procedures  as  unnecessary. 
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E.  OPPS  Regulations  Update  to  42  CFR 
419.70 

We  are  revising  §  419.70(d)(2),  (d)(4), 
and  (d)(5)  of  the  regulations  to  make 
technical  corrections  and  to  incorporate 
nondiscretionary  provisions  of  section 
147  of  Public  Law  110-275  (as 
described  in  sections  I.F.5.  and  lI.E.l.  of 
this  final  rule  with  comment  period) 
with  respect  to  the  extension  and 
expansion  of  the  Medicare  hold 
harmless  provision  under  the  OPPS  for 
certain  hospitals.  We  note  that  Public 
Law  110-275  was  enacted  on  July  15, 
2008,  subsequent  to  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule.  Because 
the  rule  makes  conforming  changes  to 
the  regulation  in  order  to  implement 
section  147  of  Public  Law  110-275,  we 
find  good  cause  to  waive  notice-and- 
comment  procedures  as  unnecessary. 

In  the  case  of  the  correcting 
amendments  to  §§  419.70(e),  419.70(g), 
and  419.70(i),  we  merely  substitute  the 
word  “paragraph”  with  the  word 
“section”  in  order  to  correct  inaccurate 
cross-references!  These  corrections  do 
not  make  substantive  changes  to  any 
underlying  policy  and  are  purely 
technical  in  nature.  Therefore,  we  find 
good  cause  to  waive  notice-and- 
comment  procedures  as  unnecessary.” 

In  addition,  as  explained  previously 
in  this  final  rule  with  comment  period, 
we  are  substituting  the  word 
“paragraph”  with  the  word  “part”  in 
§  419.70(d)(2)  in  order  to  more  precisely 
capture  existing  policy  and  to  correct  an 
inaccurate  cross-reference.  This  change 
is  technical  in  nature  and  does  not 
change  the  substantive  underlying 
policy.  Therefore,  we  find  good  cause  to 
waive  notice-and-comment  procedures 
as  unnecessary. 

XXII.  Response  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  or  respond  to  them 
individually.  We  will  consider  all 
comments  we  receive  by  the  date  and 
time  specified  in  the  “DATES  ”  section  of 
this  final  rule  with  comment  period, 
and,  when  we  proceed  with  a 
subsequent  document(s),  we  will  . 
respond  to  those  comments  in  the 
preamble  to  that  document(s). 

XXIII.  Regulatory  Impact  Analysis 
A.  Overall  Impact 

We  have  examined  the  impacts  of  this 
final  rule  with  comment  period  (CMS- 
1404-FC)  and  the  two  final  rules  (CMS- 
3887-F  and  CMS  3835-F-l)  as  required 
by  Executive  Order  12866  (September 
1993,  Regulatory  Planning  and  Review), 
as  amended  by  Executive  Order  13258, 


the  Regulatory  Flexibility  Act  (RFA) 
(September  19,  1980,  Public  Law  96— 
354),  section  1102(b)  of  the  Social 
Security  Act,  the  Unfunded  Mandates 
Reform  Act  of  1995  (Pub.  L.  104—4), 
Executive  Order  13132  on  Federalism, 
and  the  Congressional  Review  Act  (5 
U.S.C.  804(2)). 

1.  Executive  Order  12866 

Executive  Order  12866  (as  amended 
by  Executive  Order  13258)  directs 
agencies  to  assess  all  costs  and  benefits 
of  available  regulatory  alternatives  and, 
if  regulation  is  necessary,  to  select 
regulatory  approaches  that  maximize 
net  benefits  (including  potential 
economic,  environmental,  public  health 
and  safety  effects,  distributive  impacts, 
and  equity).  A  regulatory  impact 
analysis  (RJA)  must  be  prepared  for 
major  rules  with  economically 
significant  effects  ($100  million  or  more 
in  any  1  year). 

We  estimate  that  the  effects  of  the 
OPPS  provisions  that  will  be 
implemented  by  this  final  rule  with 
comment  period  will  result  in 
expenditures  exceeding  $100  million  in 
any  1  year.  We  estimate  the  total 
increase  (from  changes  in  this  final  rule 
with  comment  period  as  well  as 
enrollment,  utilization,  and  case-mix 
changes)  in  expenditures  under  the 
OPPS  for  CY  2009  compared  to  CY  2008 
to  be  approximately  $1.6  billion. 

We  estimate  that  the  effects  of  the 
changes  to  the  ASC  payment  system 
provisions  for  CY  2009  (such  as  adding 
14  procedures  that  were  previously 
excluded  to  the  CY  2009  ASC  list  of 
covered  surgical  procedures  and 
designating  8  additional  procedures  as 
office-based)  will  have  no  net  effect  on 
Medicare  expenditures  in  CY  2009 
compared  to  the  level  of  expenditures  in 
CY  2008.  A  more  detailed  discussion  of 
the  effects  of  the  changes  to  the  ASC 
payment  system  for  CY  2009  is  provided 
in  section  XXIII.C.  of  this  final  rule  with 
comment  period. 

This  final  rule  with  comment  period 
is  “economically  significant”  as 
measured  by  the  $100  million  threshold, 
and  hence  also  a  major  rule  under  the 
Congressional  Review  Act.  Accordingly, 
we  have  prepared  a  regulatory  impact 
analysis  that,  to  the  best  of  our  ability, 
presents  the  costs  and  benefits  of  the 
rulemaking.  Table  53  and  Table  54  of 
this  final  rule  with  comment  period 
display  the  redistributional  impact  of 
the  CY  2009  changes  on  ASC  payment, 
grouped  by  specialty  area  and  then  by 
procedures  with  the  greatest  ASC 
expenditures,  respectively. 

We  have  determined  that  the  final 
rule  for  the  ASC  CfCs  is  not  a  major  rule 
because  the  overall  economic  impact  for 


all  the  new  CfCs  is  estimated  to  be  $26.2 
million  annually. 

We  have  determined  that  the  final 
rule  that  contains  clarification  regarding 
the  Secretary’s  ability  to  terminate 
Medicare  providers  and  suppliers  (that 
is,  relating  specifically  to  transplant 
centers)  during  an  appeal  of  a 
determination  that  affects  participation 
in  the  Medicare  program  will  have  no 
net  effect  on  Medicare  expenditures. 

2.  Regulatory  Flexibility  Act  (RFA) 

The  RFA  requires  agencies  to  analyze 
options  for  regulatory  relief  of  small 
businesses  if  a  rule  has  a  significant 
impact  on  a  substantial  number  of  small 
entities.  For  purposes  of  the  RFA,  small 
entities  include  small  businesses, 
nonprofit  organizations,  and  small 
governmental  jurisdictions.  Many 
hospitals,  other  providers,  ASCs,  and 
other  suppliers  are  considered  to  be 
small  entities,  either  by  being  nonprofit 
organizations  or  by  meeting  the  Small 
Business  Administration  (SBA) 
definition  of  a  small  business  (hospitals 
having  revenues  of  $34.5  million  or  less 
in  any  1  year;  ambulatory  surgical 
centers  having  revenues  of  $10  million 
or  less  in  any  1  year).  (For  details  on  the 
latest  standards  for  health  care 
providers,  we  refer  readers  to  the  SBA’s 
Web  site  at;  http://sba.gov/idc/groups/ 
public/documents/sba_homepage/ 
serv_sstd_  tablepdf.pdf  [lefer  to  the 
620000  series).) 

For  purposes  of  the  RFA,  we  have 
determined  that  many  hospitals  and 
most  ASCs  would  be  considered  small 
entities  according  to  the  SBA  size 
standards.  Individuals  and  States  are 
not  included  in  the  definition  of  a  small 
entity.  Therefore,  the  Secretary  has 
determined  that  this  final  rule  with 
comment  period  will  have  a  significant 
impact  on  a  substantial  number  of  small 
entities. 

In  relation  to  the  final  rule  on  the  ASC 
CfCs,  we  estimate  there  are 
approximately  5,100  Medicare- 
participating  ASCs  (that  includes  both 
deemed  and  non-deemed  facilities)  with 
average  admissions  of  approximately 
1,240  patients  per  ASC  (based  on  the 
number  of  patients  seen  in  ASCs  in 
2008  divided  by  the  number  of  ASCs  in 
2008).  As  stated  earlier,  most  ASCs  are 
considered  to  be  small  entities,  either  by 
nonprofit  status  or  by  having  revenues 
of  $7  million  to  $34.5  million  in  any  1 
year.  The  cost  of  this  final  rule  is  less 
than  1  percent  of  the  total  ASC 
Medicare  revenue  per  facility. 

According  to  the  CMS  national 
expenditure  data,  Medicme  paid 
approximately  $3  billion  to  ASCs  in 
2007. 
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3.  Small  Rural  Hospitals 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 
impact  analysis  if  a  rule  may  have  a  , 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  604  of  the 
RFA.  With  the  exception  of  hospitals 
located  in  certain  New  England 
counties,  for  purposes  of  section  1102(b) 
of  the  Act,  we  now  define  a  small  rural 
hospital  as  a  hospital  that  is  located 
outside  of  an  urban  area  and  has  fewer 
than  100  beds.  Section  601(g)  of  the 
Social  Security  Amendments  of  1983 
(Pub.  L.  98-21)  designated  hospitals  in 
certain  New  England  counties  as 
belonging  to  the  adjacent  urban  areas. 
Thus,  for  OFPS  purposes,  we  continue 
to  classify  these  hospitals  as  urban 
hospitals.  We  believe  that  the  changes  to 
the  OPPS  in  this  final  rule  with 
comment  period  will  affect  both  a 
substantial  number  of  rural  hospitals  as 
well  as  other  classes  of  hospitals  and 
that  the  effects  on  some  may  be 
significant.  Therefore,  the  Secretary  has 
determined  that  this  final  rule  with 
comment  period  will  have  a  significant 
impact  on  the  operations  of  a  substantial 
number  of  small  rural  hospitals. 

In  addition,  the  Secretary  has 
determined  that  the  final  rule  on  the 
ASC  CfCs  will  not  have  a  significant 
impact  on  the  operations  of  a  substantial 
number  of  rural  hospitals  because  ASCs 
are  designed  to  only  provide  procedures 
on  an  outpatient  basis,  hnd,  thus,  are  not 
competing  with  rural  hospitals  for 
inpatient  procedures. 

Also,  the  clarification  of  Medicare 
termination  policy  for  providers  and 
suppliers,  specifically  transplant 
centers,  in  this  final  rule  will  have  no 
significant  effect  on  small  rural 
hospitals. 

4.  Unfunded  Mandates 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 
^Iso  requires  that  agencies  assess 
anticipated  costs  and  benefits  before 
issuing  any  rule  whose  mandates 
require  spending  in  any  1  year  of  $100 
million  in  1995  dollars,  updated 
annually  for  inflation.  That  threshold 
level  is  currently  approximately  $130 
million.  This  final  rule  with  comment 
period  will  not  mandate  any 
requirements  for  State,  local,  or  tribal 
governments,  nor  will  it  affect  private 
sector  costs.  The  final  rule  relating  to 
revisions  of  the  ASC  CfCs  and  the  final 
rule  containing  policy  clarification  of 
the  policy  on  termination  of  Medicare 
providers  and  suppliers  will  not  have  an 
effect  on  the  expenditures  of  State, 


local,  or  tribal  government,  and  the 
impact  on  the  private  sector  is  estimated 
to  he  less  than  $120  million. 

5.  Federalism 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  final 
rule)  that  imposes  substantial  direct 
costs  on  State  and  local  govermnents, 
preempts  State  law,  or  otherwise  has 
Federalism  implications. 

We  have  examined  the  OPPS  and  ASC 
provisions  included  in  this  final  rule 
with  comment  period  in  accordance 
with  Executive  Order  13132, 

Federalism,  and  have  determined  that 
they  will  not  have  a  substantial  direct 
effect  on  State,  local  or  tribal 
governments,  preempt  State  law,  or 
otherwise  have  a  Federalism 
implication.  As  reflected  in  Table  51 
below,  we  estimate  that  OPPS  payments 
to  governmental  hospitals  (including 
State  and  local  governmental  hospitals) 
will  increase  by  4.4  percent  under  this 
final  rule  with  comment  period.  The 
provisions  related  to  payments  to  ASCs 
in  CY  2009  will  not  affect  payments  to 
governmental  hospitals. 

In  addition,  this  final  rule  on  ASC 
CfCs  has  no  Federalism  implications 
and  will  not  affect  State  and  local 
governments.  However,  for  purposes  of 
burden  estimates,  we  are  unable  to 
accurately  determine  the  number  of 
ASCs  that  are  already  compliant  with 
these  requirements.  Therefore,  we  have 
decided  to  err  on  the  high  cost  side  and 
apply  the  derived  cost  estimates  to  the 
total  number  of  ASCs  participating  in 
Medicare.  In  addition,  we  believe  the 
increased  quality  initiatives  outlined  in 
the  regulation  should  have  little  or  no 
effect  on  the  benefit  cost  of  ASC 
services. 

We  also  have  examined  the  policy 
clarification  relating  to  termination  of 
Medicare  providers  and  suppliers  in 
this  final  rule  in  accordance  with 
Executive  Order  13132,  Federalism,  and 
have  determined  that  it  will  not  have  a 
substantial  direct  effect  on  State,  local 
or  tribal  governments,  preempt  State 
law,  or  otherwise  have  a  Federalism 
implication. 

B.  Effects  of  OPPS  Changes  in  This  Final 
Rule  With  Comment  Period 

We  are  making  several  changes  to  the 
OPPS  that  are  required  by  the  statute. 

We  are  required  under  section 
1833(t)(3)(C)(ii)  of  the  Act  to  update 
annually  the  conversion  factor  used  to 
determine  the  APC  payment  rates.  We 
also  are  required  under  section 
1833(t)(9)(A)  of  the  Act  to  revise,  not 
less  often  than  annually,  the  wage  index 


and  other  adjustments.  In  addition,  we 
must  review  the  clinical  integrity  of 
payment  groups  and  weights  at  least 
annually.  Accordingly,  in  this  final  rule 
with  comment  period,  we  are  updating 
the  conversion  factor  and  the  wage 
index  adjustment  for  hospital  outpatient 
services  furnished  beginning  January  1, 
2009,  as  we  discuss  in  sections  II. B.  and 
II.C.,  respectively,  of  this  final  rule  with 
comment  period.  We  also  are  revising 
the  relative  APC  payment  weights  using 
claims  data  fi-om  January  1,  2007, 
through  December  31,  2007,  and 
updated  cost  report  information.  We  are 
continuing  the  payment  adjustment  for 
rural  SCHs,  including  EACHs.  We  are 
removing  two  device  categories  ,.HCPCS 
code  Cl  821  (Interspinous  process 
distraction  device  (implantable))  and 
HCPCS  code  L8690  (Auditory 
osseointegrated  device,  includes  all 
internal  and  external  components),  fi-om 
pass-through  payment  status  in  CY 
2009.  Finally,  we  list  the  15  drugs  and 
biologicals  in  Table  23  of  this  final  rule 
with  comment  period  that  we  are 
removing  firom  pass-through  payment 
status  for  CY  2009. 

Under  this  final  rule  with  comment 
period,  the  update  change  to  the 
conversion  factor  as  provided  by  statute 
will  increase  total  OPPS  payments  by 
3.9  percent  in  CY  2009.  The  changes  to 
the  APC  weights,  the  changes  to  the 
wage  indices,  and  the  continuation  of  a 
payment  adjustment  for  rural  SCHs, 
including  EACHs,  will  not  increase 
OPPS  payments  because  these  changes 
to  the  OPPS  are  budget  neutral. 
However,  these  updates  do  change  the 
distribution  of  payments  within  the 
budget  neutral  system  as  shown  in 
Table  51  below  and  described  in  more 
detail  in  this  section. 

1.  Alternatives  Considered 

Alternatives  to  the  changes  we  are 
making  and  the  reasons  that  we  have 
chosen  the  options  are  discussed 
throughout  this  final  rule  with  comment 
period.  Some  of  the  major  issues 
discussed  in  this  final  rule  with 
comment  period  and  the  options 
considered  are  discussed  below. 

a.  Alternatives  Considered  for  Payment 
of  Multiple  Imaging  Procedures 

We  are  revising  our  payment 
methodology  for  multiple  imaging 
procedures  performed  during  a  single 
session  using  the  same  imaging 
modality  by  applying  a  composite  APC 
payment  methodology  in  CY  2009.  We 
will  provide  one  composite  APC 
payment  each  time  a  hospital  bills  for 
second  and  subsequent  procedures 
described  by  the  HCPCS  codes  in  one 
imaging  family  on  a  single  date  of 
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service.  As  discussed  in  detail  in  section 
II.A.2.e.(5)  of  this  final  rule  with 
comment  period,  we  are  utilizing  three 
imaging  families  of  HCPCS  codes  based 
on  imaging  modality  for  purposes  of  this 
methodology  (that  is.  Ultrasound,  CT 
and  CTA,  and  MRI  and  MRA).  The 
composite  APC  methodology  for 
multiple  imaging  services  will  result  in 
the  creation  of  the  following  five  new 
APCs  due  to  the  statutory  requirement 
that  we  differentiate  payment  for  OPPS 
imaging  services  provided  with  and 
without  contrast;  APC  8004  (Ultrasound 
Composite):  APC  8005  (CT  and  CTA 
without  Contrast  Composite):  APC  8006 
(CT  and  CTA  with  Contrast  Composite): 
APC  8007  (MRI  and  MRA  without 
Contrast  Composite):  and  APC  8008 
(MRI  and  MRA  with  Contrast 
Composite). 

We  considered  three  alternative  CY 
2009  payment  options  for  imaging 
services  under  the  OPPS.  The  first 
alternative  we  considered  was  to  make 
no  change  to  the  existing  payment 
policy  of  providing  hospitals  a  full  APC 
payment  for  each  imaging  service  on  a 
claim,  regardless  of  how  many 
procedures  are  performed  during  a 
single  session  using  the  same  imaging 
modality  or  whether  the  procedures  are 
performed  on  contiguous  body  areas. 

We  did  not  choose  this  alternative 
because  we  believe  that  continuing  the 
existing  payment  methodology  would 
neither  reflect  nor  promote  the 
efficiencies  hospitals  can  achieve  when 
they  perform  multiple  imaging 
procedures  during  a  single  session,  as 
demonstrated  in  CY  2007  claims  data 
and  discussed  in  section  II.A.2.e.(5)  of 
this  final  rule  with  comment  period. 

The  second  alternative  we  considered 
was  to  utilize  the  11  families  of  imaging 
HCPCS  codes  applicable  under  the 
MPFS  multiple  imaging  discount  policy, 
distinct  groups  of  codes  that  are  based 
on  imaging  modality  and  contiguous 
body  area,  in  the  development  of  the 
multiple  imaging  composite  APCs.  We 
did  not  choose  this  alternative  because, 
as  we  discuss  in  section  II.A.2.e.(5)  of 
this  final  rule  with  comment  period,  we 
believe  that  the  large  number  of  smaller 
MPFS  families  are  neither  appropriate 
nor  necessary  for  the  OPPS.  These 
groups  do  not  correspond  to  the  larger 
APC  groups  of  services  paid  under  the 
OPPS,  in  contrast  to  the  service-specific 
payment  under  the  MPFS,  and  would 
not  reflect  all  efficiencies  that  may 
typically  be  gained  in  a  single  imaging 
session  in  the  hospital  outpatient  setting 
of  care. 

The  third  alternative  we  considered 
and  are  adopting  for  CY  2009  is  to 
develop  the  multiple  imaging  composite 
APCs  by  collapsing  the  1 1  MPFS 


imaging  families  into  3  imaging  families 
based  solely  on  imaging  modality.  We 
chose  this  alternative  because  we 
believe  that  the  contiguous  body  area 
concept  that  is  central  to  the  MPFS 
imaging  families  is  not  necessary  to 
capture  potential  efficiencies  in  a 
hospital  outpatient  imaging  session.  As 
discussed  in  section  II.A.2.e.(5)  of  this 
final  rule  with  comment  period,  we  do 
not  expect  second  and  subsequent 
imaging  services  of  the  same  modality 
involving  noncontiguous  body  areas  to 
require  certain  duplicate  facility 
services.  We  believe  that  collapsing  the 
11  MPFS  imaging  families  into  3  groups 
for  purposes  of  the  OPPS  multiple 
imaging  composite  payment 
methodology  most  accurately  reflects 
how  these  services  are  provided  in  the 
hospital  outpatient  setting  of  care  and 
will  most  effectively  encourage  hospital 
efficiencies  that  could  be  achieved 
when  multiple  imaging  procedures  are 
performed  during  a  single  session.  We 
also  believe  that  deriving  the  multiple 
imaging  composite  APCs  from  3 
collapsed  imaging  families,  rather  than 
the  11  MPFS  imaging  families,  will 
enable  us  to  maximize  the  use  of 
multiple  imaging  claims  for  ratesetting. 

b.  Alternatives  Considered  for  the  HOP 
QDRP  Requirements  for  the  CY  2009 
Payment  Update 

As  discussed  in  section  XVI.D.2.  of 
this  final  rule  with  comment  period,  we 
are  implementing  the  payment 
provisions  of  section  109(a)  of  the 
MIEA-TRHCA,  which  amended  section 
1833(t)  of  the  Act  by  adding  a  new 
subsection  (17).  In  summary,  new 
section  1833(t)(17)(A)  of  the  Act 
requires  that  certain  hospitals  that  fail  to 
meet  the  HOP  QDRP  reporting 
requirements  incur  a  2.0  percentage 
point  reduction  to  their  OPD  fee 
schedule  increase  factor,  that  is,  the 
market  basket  update.  The  application 
of  a  reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  will 
apply  to  certain  outpatient  items  and 
services  performed  by  hospitals  that  are 
required  to  report  outpatient  quality 
data  and  that  fail  to  meet  the  HOP  QDRP 
requirements. 

As  described  in  detail  in  section 
XVI.D.2.  of  this  final  rule  with  comment 
period,  effective  for  services  paid  under 
the  CY  2009  OPPS,  we  will  calculate 
two  conversion  factors:  A  full  market 
basket  conversion  factor  (that  is,  the  full 
CF)  and  a  reduced  market  basket 
conversion  factor  (that  is,  the  reduced 
CF).  We  will  calculate  a  “reporting 
ratio”  that  will  apply  to  payment  for 
hospitals  that  fail  to  meet  their  reporting 


requirements,  by  dividing  the  reduced 
CF  hy  the  full  CF. 

Under  the  OPPS,  we  have  two  levels 
of  Medicare  beneficiary  copayment  for 
many  separately  paid  services:  The 
minimum  unadjusted  copayment  and 
the  national  unadjusted  copayment.  The 
minimum  unadjusted  copayment  is 
always  20  percent  of  the  unadjusted 
national  payment  rate  for  each 
separately  payable  service.  The  national 
unadjusted  copayment  is  determined 
based  on  the  historic  coinsurance  rate 
for  the  services  assigned  to  the  APC.  We 
considered  two  alternative  policy 
options  for  the  copayment  calculation 
methodology  for  those  hospitals  that  fail 
to  meet  the  HOP  QDRP  requirements. 

The  first  alternative  we  considered 
was  to  calculate  the  national  unadjusted 
copayments  and  the  minimum 
unadjusted  copayments  based  on  the 
reduced  national  unadjusted  payment 
rates,  using  our  standard  copayment 
methodology.  We  found  that,  in  many 
cases,  the  beneficiary  copayment 
amount  would  remain  the  same  as 
calculated  based  on  the  full  national 
unadjusted  payment  rates,  although  the 
total  reduced  national  unadjusted 
payment  rate  would  decline  because  of 
the  reduction  to  the  conversion  factor. 
Therefore,  in  these  cases,  the  ratio  of  the 
copayment  to  the  total  payment  (the 
coinsurance  percentage)  would  increase 
rather  than  decrease  if  we  were  to 
calculate  copayments  based  on  the 
reduced  national  unadjusted  payment 
rates.  We  did  not  choose  this  option 
because  we  believe  that  the  increased 
coinsurance  percentage  that  results  from 
this  methodology  is  contradictory  to  the 
intent  of  the  statute  that  the  coinsurance 
percentage  should  never  increase  and  is 
also  contradictory  to  our  copayment 
rules  that  are  intended  to  gradually 
reduce  the  percentage  of  the  payment 
attributed  to  copayments  until  the 
copayment  is  equal  to  the  minimum 
unadjusted  copayment  for  all  services. 

The  second  alternative  we  considered 
and  are  adopting  is  to  apply  the 
reporting  ratio  noted  above  to  both  the 
national  unadjusted  copayment  and  the 
minimum  unadjusted  copayment  that 
would  apply  to  each  APC  for  hospitals 
that  receive  the  reduced  CY  2009  OPPS 
payment  update.  Beneficiaries  and 
secondary  payers  will  therefore  not  pay 
a  higher  coinsurance  rate  and  will  share 
in  the  reduction  of  payments  to  these 
hospitals.  We  believe  that  this 
alternative  will  allow  us  to 
appropriately  set  the  national 
unadjusted  copayments  for  the  reduced 
OPPS  national  unadjusted  payment 
rates  and  is  most  consistent  with  the 
eventual  establishment  of  20  percent  of 
the  payment  rate  as  the  uniform 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68795 


coinsurance  percentage  for  all  services 
under  the  OPPS. 

c.  Alternatives  Considered  Regarding 
OPPS  Cost  Estimation  for  Relative 
Payment  Weights 

Since  the  implementation  of  the 
OPPS,  some  commenters  have  raised 
concerns  about  potential  bias  in  the 
OPPS  cost-based  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  lower  charge  markup  to 
higher-cost  services  and  a  higher  charge 
markup  to  lower-cost  services.  To 
explore  this  issue,  in  August  2006,  we 
awarded  a  contract  to  RTI  to  study  the 
effects  of  charge  compression  in 
calculating  the  IPPS  relative  weights, 
particularly  with  regard  to  the  impact 
on  inpatient  DRG  payments,  and  to 
consider  methods  to  reduce  the 
variation  in  the  CCRs  used  to  calculate 
costs  for  the  IPPS  relative  weights  across 
services  within  cost  centers.  Of  specific 
note  was  analysis  of  a  regression-based 
methodology  estimating  an  average 
adjustment  for  CCRs  by  type  of  revenue 
code  from  an  observed  relationship 
between  provider  cost  center  CCRs  and 
proportional  billing  of  high  and  low  cost 
services  in  the  cost  center. 

In  August  2007,  we  expanded  the  RTI 
contract  to  determine  whether  the 
findings  of  the  report  were  also 
applicable  to  the  payment  weights 
established  under  the  OPPS  and  to  more 
systematically  explore  cost  estimation 
issues  specific  to  the  OPPS,  including 
the  revenue  code-to-cost  center 
crosswalk.  We  refer  readers  to  section 
Il.A.l.c.  of  this  final  rule  with  comment 
period  for  discussion  of  the  issues  and 
the  Web  site  at  http://www.rti.org  for  the 
RTI  findings  and  recommendations. 

The  final  RTI  report  describing  its 
research  findings  was  made  available  at 
about  the  time  of  the  issuance  of  the  CY 
2009  OPPS/ASC  proposed  rule.  In  this 
report,  RTI  made  a  number  of 
recommendations  for  achieving  more 
accurate  estimates  of  cost  for  services 
paid  under  both  the  IPPS  and  the  OPPS. 
This  report  also  distinguished  between 
two  types  of  research  findings  and 
recommendations,  that  is,  those 
pertaining  to  the  accounting  or  cost 
report  data  itself  and  those  related  to 
statistical  regression  analysis.  RTI  made 
1 1  recommendations  to  improve  IPPS 
and  OPPS  cost  estimation,  including 
both  short-term  and  long-term 
accounting  changes,  end  short-term 
regression-based  and  other  statistical 
adjustments.  For  a  detailed  discussion 
of  the  RTI  recommendations  ft-om  the 
July  2008  report,  we  refer  readers  to 
section  Il.A.l.c.  of  this  final  rule  with 
comment  period. 


With  respect  to  adopting  the  RTI 
recommendations,  we  considered  three 
alternatives.  The  first  alternative  we 
considered  and  the  one  we  adopted  was 
to  make  no  changes  in  response  to  the 
RTI  findings  and  to  accept  none  of  the 
recommendations  regarding  cost 
estimation.  While  we  agree  with  RTFs 
findings  that  there  are  likely 
misassigned  costs  in  the  cost  reports 
that  could  adversely  affect  the  OPPS 
relative  weights  and  that  charge 
compression  influences  the  OPPS 
payment  weights,  we  are  adopting  this 
alternative  for  CY  2009  OPPS  for  the 
reasons  discussed  in  detail  in  the 
discussion  of  charge  compression  in 
sections  Il.A.l.c. (2)  and  V.B.3.  of  this 
final  rule  with  comment  period. 
However,  as  we  discussed  in  the  FY 
2009  IPPS  final  rule  with  comment 
period  (73  FR  48458  through  48467),  we 
believe  that  creation  of  a  new  cost 
center  to  facilitate  more  accurate 
estimation  of  device  costs  is  preferable 
to  the  regression-based  adjustment  of 
CCRs.  Moreover,  as  we  explain  in 
section  II.A.l.c.(2)  of  this  final  rule  with 
comment  period,  prior  to  adopting  any 
changes  in  the  revenue  code-to-cost 
center  crosswalk  used  to  adjust  hospital 
charges  to  costs  for  OPPS  ratesetting  as 
recommended  by  RTI,  we  will  provide 
a  streamlined  comparison  of  median 
costs  that  isolates  changes  attributable 
to  the  revenue  code-to-cost  center 
crosswalk  to  allow  for  informed  analysis 
and  additional  public  input  regarding 
the  RTI-recommended  changes  to  the 
crosswalk. 

The  second  alternative  we  considered 
was  to  accept  all  of  the  RTI 
recommendations.  We  did  not  choose 
this  alternative  because  of  the 
magnitude  and  scope  of  impact  on  APC 
relative  weights  that  would  result  from 
adopting  all  accounting  and  statistical 
changes  in  cost  estimation  that  were 
recommended.  Further,  the  numerous 
and  substantial  changes  that  RTI 
recommended  have  significantly 
complex  interactions  with  one  another, 
and  we  believe  that  we  should  proceed 
cautiously  in  considering  their 
adoption.  In  a  budget  neutral  payment 
system,  increases  in  payment  for  some 
services  always  result  in  reductions  to 
payment  for  other  services.  We  believe 
that  any  potential  accounting  and 
statistical  changes  in  cost  estimation  are 
likely  to  result  in  significant  shifts  in 
payment  among  hospital  departments 
and  among  hospitals  and  should  be 
thoroughly  assessed  before  we  decide 
whether  to  propose  changes  in  OPPS 
cost  estimation. 

The  third  alternative  we  considered 
was  to  break  the  single  standard  cost 
center  5600  on  the  Medicare  cost  report 


into  two  new  standard  cost  centers. 
Drugs  with  High  Overhead  Cost  Charged 
to  Patients  and  Drugs  with  Low 
Overhead  Cost  Charged  to  Patients,  to 
reduce  the  reallocation  of  pharmacy 
overhead  cost  from  expensive  to 
inexpensive  drugs  and  biologicals  when 
setting  an  equivalent  average  ASP-based 
payment  amount  in  the  future.  As 
discussed  in  section  V.B.3.  of  this  final 
rule  with  comment  period,  we  did  not 
choose  this  alternative  because  hospitals 
indicated  that  it  would  be  an 
extraordinary  administrative  burden  to 
report  the  HCPCS  codes  for  drugs 
administered  to  inpatients  that  are  paid 
separately  under  the  OPPS  (but  not  paid 
separately  under  the  IPPS)  and  to 
allocate  the  pharmacy  overhead  costs 
(for  example,  salaries,  supplies,  and 
equipment  costs)  between  two  new  drug 
cost  centers. 

2.  Limitations  of  Our  Analysis 

The  distributional  impacts  presented 
here  are  the  projected  effects  of  the  CY 
2009  policy  changes  on  various  hospital 
groups.  We  post  on  our  Web  site  our 
hospital-specific  estimated  payments  for 
CY  2009  with  the  other  supporting 
documentation  for  this  final  rule  with 
comment  period.  To  view  the  hospital- 
specific  estimates,  we  refer  readers  to 
the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/.  Select 
“regulations  and  notices”  from  the  left 
side  of  the  page  and  then  select  “CMS- 
1404-FC”  from  the  list  of  regulations 
and  notices.  The  hospital-specific  file 
layout  and  the  hospital-specific  file  are 
listed  with  the  other  supporting 
documentation  for  this  final  rule  with 
comment  period.  We  show  hospital- 
specific  data  only  for  hospitals  whose 
claims  were  used  for  modeling  the 
impacts  shown  in  Table  51  below.  We 
do  not  show  hospital-specific  impacts 
for  hospitals  whose  claims  we  were 
unable  to  use.  We  refer  readers  to 
section  II.A.2.  of  this  final  rule  with 
comment  period  for  a  discussion  of  the 
hospitals  whose  claims  we  do  not  use 
for  ratesetting  and  impact  purposes. 

We  estimate  the  effects  of  the 
individual  policy  changes  by  estimating 
payments  per  service,  while  holding  all 
other  payment  policies  constant.  We  use 
the  best  data  available,  but  do  not 
attempt  to  predict  behavioral  responses 
to  our  policy  changes.  In  addition,  we 
do  not  make  adjustments  for  future 
changes  in  variables  such  as  service 
volume,  service-mix,  or  number  of 
encounters.  As  we  have  done  in 
previous  rules,  we  solicited  public 
comment  and  information  about  the 
anticipated  effect  of  our  proposed 
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changes  on  hospitals  and  our 
methodology  for  estimating  them. 

We  received  several  public  comments 
on  the  form  and  content  of  the  impact 
analysis. 

Comment:  Many  commenters  stated 
their  concern  that  no  Louisiana  CMHCs 
[including  small  or  rural  CMHCs)  were 
included  in  the  impact  table.  The 
commenters  believed  that  CMS  is 
required  by  regulation  to  calculate  the 
estimated  impact  of  the  OPPS/ASC 
proposed  rule  on  all  small  and  rural 
providers.  Another  commenter  was 
concerned  with  CY  2009  proposed 
policy  changes  that  the  commenter 
believed  would  reduce  OPPS  payments 
to  Michigan  hospitals.  The  commenter 
estimated  that  Michigan  hospitals 
would  lose  approximately  $115  million 
annually  when  providing  OPPS  services 
to  Medicare  beneficiaries. 

Response:  We  are  including  estimated 
impacts  for  all  providers  (including 
small,  rural  CMHCs  located  in 
Louisiana)  in  the  first  line  of  Table  51 
in  this  final  rule  with  comment  period. 
We  also  are  including  estimated  impacts 
for  all  CMHCs  on  the  last  line  of  the 
impact  table.  Furthermore,  we  post  on 
the  CMS  Web  site  estimated  impact  for 
every  hospital  and  CMHC  whose  claims 
were  used  in  modeling  the  impacts  of 
this  final  rule  with  comment  period.  As 
noted  above,  to  view  the  hospital- 
specific  estimates,  we  refer  readers  to 
the  CMS  Web  site  at:  http:// 

H'ww. cms.hhs.gov/ 
HospitalOutpatientPPS/.  Select 
“regulations  and  notices”  from  the  left 
side  of  the  page  and  then  select  “CMS- 
1404-FC”  from  the  list  of  regulations 
and  notices.  Hospitals  and  CMHCs 
whose  claims  were  used  in  ratesetting 
and  modeling  the  impact  of  this  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  can  review  the 
estimated  impact  that  the  policies 
adopted  in  this  CY  2009  OPPS/ASC 
final  rule  with  comment  period  may 
have  on  them  by  looking  at  our 
estimates  on  this  table.  There  are 
estimated  payments  for  more  than  50 
CMHCs  from  Louisiana  in  the  file.  With 
respect  to  Michigan  hospitals,  we 
estimate  that  94  percent  of  the  hospitals 
in  Michigan  would  receive  increased 
OPPS  payments  as  a  result  of  the  CY 
2009  OPPS. 

In  summary,  we  have  made  available 
on  the  CMS  Web  site  the  estimated 
amounts  that  we  expect  would  be  paid 
to  each  hospital  and  CMHC  for  which 
claims  were  used  in  ratesetting  and 
modeling  of  impacts  for  the  CY  2009 
OPPS.  These  estimated  amounts  were 
used  to  generate  the  impacts  identified 
in  Table  51  below. 


3.  Estimated  Effects  of  This  Final  Rule 
with  Comment  Period  on  Hospitals 

Table  51  below  shows  the  estimated 
impact  of  this  final  rule  with  comment 
period  on  hospitals.  Historically,  the 
first  line  of  the  impact  table,  which 
estimates  the  change  in  payments  to  all 
hospitals,  has  always  included  cancer 
and  children’s  hospitals,  which  are  held 
harmless  to  their  pre-BBA  payment  to 
cost  ratio.  We  also  are  including  CMHCs 
in  the  first  line  that  includes  all 
providers  because  we  included  CMHCs 
in  our  weight  scaler  estimate.  We 
typically  do  not  report  a  separate  impact 
for  CMHCs  because  they  are  paid  for 
only  one  service,  PHP,  under  the  OPPS, 
and  each  CMHC  can  typically  easily 
estimate  the  impact  of  the  changes  by 
referencing  payment  for  PHP  services  in 
Addendum  A  to  this  final  rule  with 
comment  period.  Because  we  are 
adopting  a  CY  2009  policy  change  to 
PHP  payment  that  is  more  complicated 
than  a  simple  change  in  the  payment 
rate,  this  year  we  present  separate 
impacts  for  CMHCs  in  Table  51  and 
discuss  the  impact  on  CMHCs  in  section 
XXIII.B.4.  of  this  final  rule  with 
comment  period. 

The  estimated  increase  in  the  total 
payments  made  under  the  OPPS  is 
limited  by  the  increase  to  the 
conversion  factor  set  under  the 
methodology  in  the  statute.  The 
distributional  impacts  presented  do  not 
include  assumptions  about  changes  in 
volume  and  service-mix.  The  enactment 
of  Public  Law  108-173  on  December  8, 
2003,  provided  for  the  additional 
payment  outside  of  the  budget 
neutrality  requirement  for  wage  indices 
for  specific  hospitals  reclassified  under 
section  508.  The  MMSEA  extended 
section  508  reclassifications  through 
September  30,  2008.  Section  124  of 
Public  Law  110-275  further  extended 
section  508  reclassifications  through 
September  30,  2009.  The  amounts 
attributable  to  this  reclassification  are 
incorporated  into  the  CY  2008 
estimates. 

Table  51  shows  the  estimated 
redistribution  of  hospital  and  CMHC 
payments  among  providers  as  a  result  of 
APC  reconfiguration  and  recalibration; 
wage  indices:  the  combined  impact  of 
the  APC  recalibration,  wage  effects,  and 
the  market  basket  update  to  the 
conversion  factor;  and,  finally, 
estimated  redistribution  considering  all 
payments  for  CY  2009  relative  to  all 
payments  for  CY  2008,  including  the 
impact  of  changes  in  the  outlier 
threshold  and  changes  to  the  pass¬ 
through  payment  estimate.  We  did  not 
model  a  budget  neutrality  adjustment 
for  the  rural  adjustment  for  SCHs, 


including  EACHs,  because  we  are  not 
making  any  changes  to  the  policy  for  CY 
2009.  Because  updates  to  the  conversion 
factor,  including  the  update  of  the 
market  basket  and  the  subtraction  of 
additional  money  dedicated  to  pass¬ 
through  payment  for  CY  2009,  are 
applied  uniformly  across  services, 
observed  redistributions  of  payments  in 
the  impact  table  for  hospitals  largely 
depend  on  the  mix  of  services  furnished 
by  a  hospital  (for  example,  how  the 
APCs  for  the  hospital’s  most  frequently 
furnished  services  will  change),  and  the 
impact  of  the  wage  index  changes  on  the- 
hospital.  However,  total  payments  made 
under  this  system  and  the  extent  to 
which  this  final  rule  with  comment 
period  will  redistribute  money  during 
implementation  also  will  depend  on 
changes  in  volume,  practice  patterns, 
and  the  mix  of  services  billed  between 
CY  2008  and  CY  2009,  which  CMS 
cannot  forecast. 

Overall,  the  final  OPPS  rates  for  CY 
2009  will  have  a  positive  effect  for 
providers  paid  under  the  OPPS, 
resulting  in  a  3.9  percent  increase  in 
Medicare  payments.  Removing  cancer 
and  children’s  hospitals  because  their 
payments  are  held  harmless  to  the  pre- 
BBA  ratio  between  payment  and  cost, 
and  CMHCs,  suggests  that  these  changes 
will  result  in  a  4.1  percent  increase  in 
Medicare  payments  to  all  other 
hospitals,  exclusive  of  transitional  pass¬ 
through  payments.  The  majority  of  the 
difference  is  attributable  to  the 
redistribution  of  0.24  percent  of  total 
spending  from  CMHCs  due  to  the 
changes  in  payment  for  partial 
hospitalization  services.  The  remainder 
of  the  difference  is  attributable  to 
changes  in  OPPS  payment  to  cancer  and 
children’s  hospitals,  which  are  hot 
adversely  affected  by  this  estimated 
reduction  in  OPPS  payment  because  the 
law  provides  additional  payment  for 
them  that  is  outside  of  OPPS  budget 
neutrality. 

To  illustrate  the  impact  of  the  final 
CY  2009  changes,  our  analysis  begins 
with  a  baseline  simulation  model  that 
uses  the  final  CY  2008  weights,  the  FY 
2008  final  post-reclassification  IPPS 
wage  indices,  and  the  final  CY  2008 
conversion  factor.  Column  2  in  Table  51 
shows  the  independent  effect  of  changes 
resulting  from  the  reclassification  of 
services  among  APC  groups  and  the 
recalibration  of  APC  weights,  based  on 
12  months  of  CY  2007  hospital  OPPS 
claims  data  and  more  recent  cost  report 
data.  We  modeled  the  effect  of  APC 
recalibration  changes  for  CY  2009  by 
varying  only  the  weights  (the  final  CY 
2008  weights  versus  the  CY  2009 
weights  calculated  using  the  CY  2007 
claims  used  for  this  final  rule  with 
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comment  period)  and  calculating  the 
percent  difference  in  payments.  Column 
2  also  reflects  the  effect  of  changes 
resulting  from  the  APC  reclassification 
and  recalibration  changes  and  any 
changes  in  multiple  procedure  discount 
patterns  that  occur  as  a  result  of  the 
changes  in  the  relative  magnitude  of 
payment  weights. 

Column  3  reflects  the  independent 
effects  of  updated  wage  indices, 
including  application  of  budget 
neutrality  for  the  rural  floor  policy  on  a 
statewide  basis.  While  we  have 
included  changes  to  the  rural 
adjustment  in  this  column  in  the  past, 
we  did  not  model  a  budget  neutrality 
adjustment  for  the  rural  adjustment  for 
SCHs,  including  EACHs,  because  we  are 
making  no  changes  to  the  policy  for  CY  I 
2009.  We  modeled  the  independent 
effect  of  updating  the  wage  index  and 
the  rural  adjustment  by  varying  only  the 
wage  index,  using  the  CY  2009  scaled 
weights  and  a  CY  2008  conversion 
factor  that  included  a  budget  neutrality 
adjustment  for  changes  in  wage  effects 
and  the  rural  adjustment  between  CY 
2008  and  CY  2009. 

Column  4  demonstrates  the  combined 
“budget  neutral”  impact  of  APC- 
recalibration  (that  is,  Column  2),  the 
wage  index  update  (that  is,  Column  3), 
as  well  as  the  impact  of  updating  the 
conversion  factor  with  the  market  basket 
update.  We  modeled  the  independent 
effect  of  the  budget  neutrality 
adjustments  and  the  market  basket 
update  by  using  the  weights  and  wage 
indices  for  each  year,  and  using  a  CY 
2008  conversion  factor  that  included  the 
market  basket  update  and  budget 
neutrality  adjustments  for  differences  in 
wages. 

Finally,  Column  5  depicts  the  full 
impact  of  the  CY  2009  policies  on  each 
hospital  group  by  including  the  effect  of 
all  the  changes  for  CY  2009  (including 
the  APC  reconfiguration  and 
recalibration  shown  in  Column  2)  and 
comparing  them  to  all  estimated 
payments  in  CY  2008,  including 
changes  to  the  wage  index  under  section 
508  of  Public  Law  108-173  as  extended 
by  the  MMSEA  and  further  extended  by 
Public  Law  110-275.  Column  5  shows 
the  combined  budget  neutral  effects  of 
Columns  2  through  4,  plus  the  impact 
of  the  change  to  the  fixed  outlier 
threshold  from  $1,575  to  $1,800;  the 
impact  of  the  section  508 
reclassification  wage  index  extension; 
and  the  impact  of  increasing  the 
estimate  of  the  percentage  of  total  OPPS 
payments  dedicated  to  transitional  pass¬ 
through  payments.  We  estimate  that 
these  cumulative  changes  will  increase 
payments  to  all  providers  by  3.9  percent 
for  CY  2009.  We  modeled  the 


independent  effect  of  all  changes  in 
Column  5  using  the  final  weights  for  CY 

2008  and  the  final  weights  for  CY  2009. 
We  used  the  final  conversion  factor  for 
CY  2008  of  $63,694  and  the  CY  2009 
conversion  factor  of  $66,059.  Column  5 
also  contains  simulated  outlier 
payments  for  each  year.  We  used  the 
charge  inflation  factor  used  in  the  FY 

2009  IPPS  final  rule  of  5.85  percent 
(1.0585)  to  increase  individual  costs  on 
the  CY  2007  claims  to  reflect  CY  2008 
dollars,  and  we  used  the  most  recent 
overall  CCR  in  the  July  2008  Outpatient 
Provider-Specific  File.  Using  the  CY 
2007  claims  and  a  5.85  percent  charge 
inflation  factor,  we  currently  estimate 
that  outlier  payments  for  CY  2008,  using 
a  multiple  threshold  of  1.75  and  a  fixed- 
dollar  threshold  of  $1,575,  will  be 
approximately  0.73  percent  of  total 
payments.  Outlier  payments  of  0.73 
percent  appear  in  the  CY  2008 
comparison  in  Column  5.  We  used  the 
same  set  of  claims  and  a  charge  inflation 
factor  of  12.04  percent  (1.1204)  and  the 
CCRs  in  the  July  2008  Outpatient 
Provider-Specific  File,  with  an 
adjustment  of  0.9920  to  reflect  relative 
changes  in  cost  and  charge  inflation 
between  CY  2007  and  CY  2009,  to 
model  the  CY  2009  outliers  at  1.0 
percent  of  total  payments  using  a 
multiple  threshold  of  1.75  and  a  fixed- 
dollar  threshold  of  $1,800. 

Column  1:  Total  Number  of  Hospitals 

The  first  line  in  Column  1  in  Table  51 
shows  the  total  number  of  providers 
(4,252),  including  cancer  and  children’s 
hospitals  and  CMHCs  for  which  we 
were  able  to  use  CY  2007  hospital 
outpatient  claims  to  model  CY  2008  and 
CY  2009  payments  by  classes  of 
hospitals.  We  excluded  all  hospitals  for 
which  we  could  not  accurately  estimate 
CY  2008  or  CY  2009  payment  and 
entities  that  are  not  paid  under  the 
OPPS.  The  latter  entities  include  CAHs, 
all-inclusive  hospitals,  and  hospitals 
located  in  Guam,  the  U.S.  Virgin 
Islands,  Northern  Mariana  Islands, 
American  Samoa,  and  the  State  of 
Maryland.  This  process  is  discussed  in 
greater  detail  in  section  II.A.  of  this  final 
rule  with  comment  period.  At  this  time, 
we  are  unable  to  calculate  a 
disproportionate  share  (DSH)  variable 
for  hospitals  not  participating  in  the 
IPPS.  Hospitals  for  which  we  do  not 
have  a  DSH  variable  are  grouped 
separately  and  generally  include 
psychiatric  hospitals,  rehabilitation 
hospitals,  and  LTCHs.  We  show  the 
total  number  (3,970)  of  OPPS  hospitals, 
excluding  the  hold-harmless  cancer  and 
children’s  hospitals  and  CMHCs,  on  the 
second  line  of  the  table.  We  excluded 
cancer  and  children’s  hospitals  because 


section  1833(t)(7)(D)  of  the  Act 
permanently  holds  harmless  cancer 
hospitals  and  children’s  hospitals  to  a 
proportion  of  their  pre-BBA  payment 
relative  to  their  pre-BBA  costs  and, 
therefore,  we  removed  them  from  our 
impact  analyses.  We  show  the  isolated 
impact  on  222  CMHCs  in  the  last  row 
of  the  impact  table  and  discuss  that 
impact  separately  below. 

Column  2:  APC  Changes  Due  to 
Reassignment  and  Recalibration 

This  column  shows  the  combined 
effects  of  reconfiguration,  recalibration, 
and  other  policies  (such  as  composite 
payment  for  multiple  imaging 
procedures  performed  on  the  same  day, 
payment  for  separately  payable  drugs  at 
ASP-i-4  percent,  and  changes  in  payment 
for  PHP  services).  In  many  cases,  the 
redistribution  of  0.24  percent  of  total 
OPPS  spending  created  by  the  reduction 
in  the  PHP  payment  offsets  other 
recalibration  losses.  Specifically,  the 
reduction  in  PHP  payment  is 
redistributed  to  hospitals  and  reflected 
in  the  0.3  percent  increase  for  the  3,970 
hospitals  that  remain  after  excluding 
hospitals  held  harmless  and  CMHCs. 
Overall,  these  changes  will  increase 
payments  to  urban  hospitals  by  0.3 
percent.  We  estimate  that  large  urban 
hospitals  will  see  an  increase  of  0.3 
percent  and  other  urban  hospitals  will 
see  a  0.4  percent  increase  in  payments, 
all  attributable  to  recalibration. 

Overall,  rural  hospitals  will  show  a 
0.1  percent  increase  as  a  result  of 
changes  to  the  APC  structure.  With  the 
money  redistributed  from  PHP  services, 
and  other  recalibration  changes,  rural 
hospitals  of  all  bed  sizes  will  experience 
no  change  or  will  experience  changes 
ranging  from  —  0.5  to  0.6  percent. 

Among  teaching  hospitals,  the  largest 
observed  impacts  resulting  from  APC 
recalibration  include  an  increase  of  0.5 
percent  for  major  teaching  hospitals  and 
an  increase  of  0.4  percent  for  minor 
teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  will  see  an  increase  of  0.2 
percent,  governmental  hospitals  will  see 
an  increase  of  0.2  percent,  and 
voluntary  hospitals  will  see  an  increase 
of  0.3  percent. 

We  note  also  that  both  low  volume 
urban  and  rural  hospitals  with  less  than 
5,000  lines  and  hospitals  for  which  DSH 
payments  are  not  available  will 
experience  decreases  of  0.3  to  2.5 
percent  as  a  result  of  the  decline  in 
payment  for  PHP  services  and  the 
change  in  payment  policy  for  PHP 
services  ft'om  one  per  diem  rate  in  CY 
2008  to  two  per  diem  rates  in  CY  2009, 
as  well  as  other  recalibration  changes. 
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Column  3:  New  Wage  Indices  and  the 
Effect  of  the  Rural  Adjustment 

This  column  estimates  the  impact  of 
applying  the  final  FY  2009  IPPS  wage 
indices, for  the  CY  2009  OPPS.  Overall, 
these  changes  will  not  change  the 
payments  to  urban  or  rural  hospitals. 

Among  teaching  hospitals,  the  largest 
observed  impact  resulting  from  changes 
to  the  wage  indices  is  a  decrease  of  0.1 
percent  for  major  teaching  hospitals  in 
contrast  to  no  change  for  minor  teaching 
hospitals.  Classifying  hospitals  by  type 
of  ownership  suggests  that 
governmental  hospitals  will  see  an 
increase  of  0.2  percent,  and  voluntary 
and  proprietary  hospitals  will 
experience  no  change. 

We  estimate  that  the  combination  of 
updated  wage  data  from  FY  2005  cost 
reports  and  statewide  application  of 
rural  floor  budget  neutrality 
redistributes  payment  among  regions. 
Both  rural  and  urban  areas  in  New 
England  and  the  Middle  Atlantic  states 
experience  declines  of  up  to  0.8  percent. 
The  Central  regions  (excluding  the  East 
North  Central  regions)  and  the  Pacific 
regions  of  the  country  experience 
increases  up  to  1.2  percent.  Change  in 
Puerto  Rico’s  wage  data  contributes  to 
the  decrease  of  0.9  percent. 

Column  4;  All  Budget  Neutrality 
Changes  and  Market  Basket  Update 

The  addition  of  the  market  basket 
update  of  3.6  percent  mitigates  any 
negative  impacts  on  payments  for  CY 
2009  created  by  the  budget  neutrality 
adjustments  made  in  Columns  2  and  3. 
In  general,  all  hospitals  will  see  an 
increase  of  3.9  percent,  attributable  to 
the  3.6  percent  market  basket  increase, 
the  0.24  percent  increase  in  payment 
weight  created  by  the  reduction  in 
payment  for  PHP  services  that  is  then 
redistributed  to  other  services  and  the 
0.04  percent  redistribution  from 
dedicated  cancer  and  children’s 
hospitals  (which  are  not  affected  by  the 
redistribution  because  the  law  holds 
them  harmless).  The  0.28  percent 
increase  is  rounded  to  0.3  for  purposes 
of  Table  51. 

Overall,  these  changes  will  increase 
payments  to  urban  hospitals  by  3.9 
percent.  We  estimate  that  large  urban 
hospitals  will  see  an  increase  of  3.8 
percent  and  other  urban  hospitals  will 
see  a  4.1  percent  increase. 

Overall,  rural  hospitals  will 
experience  a  3.7  percent  increase  as  a 
result  of  the  market  basket  update  and 
other  budget  neutrality  adjustments. 
Rural  hospitals  that  bill  less  than  5,000 
lines  will  experience  a  3.8  percent 
increase.  Increases  in  payment  due  to 
the  wage  index  modestly  offset  the 


reduction  in  payment  for  PHP  services 
in  low  volume  rural  hospitals.  Rural 
hospitals  that  bill  more  than  5,000  lines 
will  experience  increases  of  2.9  to  3.9 
percent. 

Among  teaching  hospitals,  the 
observed  impacts  resulting  firom  the 
market  basket  update  and  other  budget 
neutrality  adjustments  include  an 
increase  of  4.0  percent  for  both  major 
and  minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  will  increase  3.8  percent, 
governmental  hospitals  will  increase  4.0 
percent,  and  voluntary  hospitals  will 
experience  an  increase  of  3.9  percent. 

Column  5:  All  Changes  for  CY  2009 

Column  5  compares  all  changes  for 
CY  2009  to  final  payment  for  CY  2008 
and  includes  the  extended  section  508 
reclassification  wage  indices,  the  change 
in  the  outlier  threshold,  and  the 
difference  in  pass-through  estimates 
which  are  not  included  in  the  combined 
percentages  shown  in  Column  4. 

Overall,  we  estimate  that  providers  will 
experience  an  increase  of  3.9  percent 
under  this  final  rule  with  comment 
period  in  CY  2009  relative  to  total 
spending  in  CY  2008.  The  projected  3.9 
percent  increase  for  all  providers  in 
Column  5  reflects  the  3.6  percent  market 
basket  increase,  less  0.02  percent  for  the 
change  in  the  pass-through  estimate 
between  CY  2008  and  CY  2009,  plus 
0.27  percent  for  the  difference  in 
estimated  outlier  payments  between  CY 
2008  (0.73  percent)  and  CY  2009  (1.0 
percent),  less  0.02  percent  for  the 
extended  section  508  wage  payments, 
and  results  in  3.87  percent  that  rounds 
to  the  3.9  percent  increase  shown  in 
Table  51.  When  we  exclude  cancer  and 
children’s  hospitals  (which  are  held 
harmless  to  their  pre-OPPS  costs)  and 
CMHCs,  the  gain  will  be  4.1  percent. 

The  combined  effect  of  all  changes  for 
CY  2009  will  increase  payments  to 
urban  hospitals  by  4.2  percent.  We 
estimate  that  large  urban  hospitals  wdll 
see  a  4.1  percent  increase,  while  “other” 
urban  hospitals  will  experience  an 
increase  of  4.3  percent.  Urban  hospitals 
that  bill  less  than  5,000  lines  will 
experience  an  increase  of  1.4  percent. 

Overall,  rural  hospitals  will 
experience  a  3.9  percent  increase  as  a 
result  of  the  combined  effects  of  all 
changes  for  CY  2009.  Rural  hospitals 
that  bill  less  than  5,000  lines  will 
experience  an  increase  of  4.6  percent, 
which  is  greater  than  the  3.8  percent 
increase  in  Column  4.  All  rural 
hospitals  that  bill  greater  than  5,000 
lines  will  experience  increases  ranging 
from  3.1  percent  to  4.1  percent. 


Among  teaching  hospitals,  the  largest 
observed  impacts  resulting  from  the 
combined  effects  of  all  changes  include 
an  increase  of  4.5  percent  for  major 
teaching  hospitals  and  an  increase  of  4.2 
percent  for  minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  will  gain  3.9  percent, 
governmental  hospitals  will  experience 
an  increase  of  4.4  percent,  and 
voluntary  hospitals  will  experience  an 
increase  of  4.1  percent. 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  CMHCs 

The  last  row  of  the  impact  analysis  in 
Table  51  demonstrates  the  impact  on 
CMHCs.  We  modeled  this  impact 
assuming  that  CMHCs  will  continue  to 
provide  the  same  number  of  days  of 
PHP  care,  with  each  day  having  either 
three  services  or  four  or  more  services, 
as  seen  in  the  CY  2007  claims  data. 

Using  these  assumptions,  there  will  be 
a  22.8  percent  decrease  in  payments  to 
CMHCs  due  to  these  APC  policy 
changes  (shown  in  Column  2).  Column 
3  shows  that  the  CY  2009  wage  index 
updates  account  for  a  small  decrease  in 
payments  to  CMHCs  (0.3  percent^.  We 
note  that  all  providers  paid  under  the 
OPPS,  including  CMHCs,  receive  a  3.6 
percent  market  basket  increase  (shown 
in  Column  4).  Combining  this  market 
basket  increase,  along  with  changes  in 
APC  policy  for  CY  2009  and  the  CY 
2009  wage  index  updates,  the  combined 
impact  on  CMHCs  for  CY  2009  is  a  19.5 
percent  decrease. 

We  anticipate  that  CMHCs  will 
change  their  behavior  in  response  to  the 
CY  2009  payment  rates  for  PHP  services, 
consistent  with  patient  need.  By 
providing  one  additional  qualifying 
partial  hospitalization  service,  CMHCs 
will  qualify  for  payment  of  APC  0173 
(Level  II  Partial  Hospitalization  payment 
(4  or  more  services)),  whose  payment 
rate  is  approximately  $205,  rather  than 
APC  0172  (Level  I  Partial 
Hospitalization  payment  rate  (3 
services)),  whose  payment  rate  is 
approximately  $161.  This  change  in 
behavior  will  lessen  the  impact  on 
CMHCs  in  CY  2009. 

Using  the  CY  2007  CMHC  claims  data, 
there  are  a  large  number  of  days 
provided  by  CMHCs  with  only  3 
services  furnished  in  a  given  day 
(approximately  1  million  days  billed  by 
CMHCs  were  for  3  units  of  service).  If 
CMHCs  were  to  provide  1  additional 
service  on  50  percent  of  those  1  million 
days  with  3  services,  we  estimate  that 
the  impact  on  CY  2009  payment  to 
CMHCs  will  be  a  15.8  percent  decrease 
rather  than  a  22.8  percent  decrease 
(which  is  the  decrease  due  to  APC 
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changes,  while  keeping  the  number  of 
days  with  3  services  the  same  as 
reflected  in  CY  2007  claims  data). 
Continuing  to  use  the  assumption  that 
50  percent  of  CMHC  days  with  three  . 
services  would  qualify  for  the  Level  II 
PHP  payment  rate,  we  estimate  that  the 
combined  impact  including  all  changes 
(market  basket  increase,  changes  in  APC 
policy  for  CY  2009,  and  CY  2009  wage 
index  updates),  on  CMHCs  for  CY  2009 
will  be  approximately  a  12.1  percent 
decrease  in  payment. 


We  believe  that  CMHCs  may  provide 
additional  services  on  days  in  excess  of 
the  50  percent  of  current  3  service  days 
assumed  in  the  scenario  described 
above,  behavior  which  would  further 
mitigate  the  estimated  decrease  in 
payments  to  CMHCs.  Furthermore,  we 
.note  that  there  are  approximately  40,000 
days  billed  by  CMHCs  in  CY  2007  with 
only  1  or  2  PHP  services.  The  impact 
analysis  shown  in  Table  51  is  modeled 
assuming  that  those  days  will  not 
receive  any  payment,  in  accordance 
with  our  policy  to  deny  payment  for 


days  with  less  than  three  services. 
However,  we  anticipate  that  CMHCs 
will  also  change  their  behavior  in 
response  to  our  policy  to  deny  payment 
for  days  with  less  than  three  services,  to 
the  extent  providing  additional  services 
is  consistent  with  the  plan  of  care 
established  by  each  patient’s  physician. 
This  change  in  behavior  would  mitigate 
modeled  payment  reductions  to  CMHCs 
because  additional  days  with  three  or 
more  services  would  qualify  for  new 
APC  0172  or  new  APC  0173. 


Table  51— Impact  of  Changes  for  CY  2009  Hospital  Outpatient  Prospective  Payment  System 


- 1 - , 

. 

Number  of 
hospitals 

APC 

recatibration 

— 

New  wage 
index  and  rural 
adjustment 

Comb  (cols  2, 

3)  with  market 
basket  update 

All  changes 

(1) 

(2) 

(3) 

(4) 

(5) 

ALL  PROVIDERS*  . 

4,252 

0.0 

0.0 

- - - - - - - 

3.6 

3.9 

ALL  HOSPITALS  (excludes  hospitals  held  harmless 
and  CMHCs) . 

3,970 

0.3 

0.0 

3.9 

4.1 

URBAN  HOSPITALS  . 

2,970 

0.3 

0.0 

3.9 

4.2 

LARGE  URBAN  (GT  1  MILL)  . 

1,620 

0.3 

0.0 

3.8 

4.1 

OTHER  URBAN  (LE  1  MILL)  . 

1,350 

0.4 

0.1 

4.1 

4.3 

RURAL  HOSPITALS . 

1,000 

0.1 

0.0 

3.7 

3.9 

SOLE  COMMUNITY*  *  *  . 

405 

0.1 

-0.1 

3.6 

4.0 

OTHER  RURAL  . 

595 

0.0 

0.0 

3.7 

3.8 

BEDS  (URBAN): 

0-99  BEDS  *  *  *  . 

1,003 

0.4 

0.0 

4.0 

4.2 

100-199  BEDS  . 

907 

0.2 

0.0 

3.8 

3.9 

200-299  BEDS  . . . 

469 

0.4 

0.2 

4.2 

4.3 

300-499  BEDS  . 

401 

0.4 

0.0 

4.0 

4.3 

500  +  BEDS . 

190 

0.3 

-0.2 

3.7 

4.2 

BEDS  (RURAL): 

0-49  BEDS*  *  *  . : . 

356 

-05 

0.1 

3.2 

3.4 

50-100  BEDS*  *  *  . 

379 

-0.1 

-0.1 

3.4 

3.6 

101-149  BEDS  . 

159 

0.0 

0.2 

3.8 

3.9 

150-199  BEDS  . 

62 

0.4 

0.1 

4.2 

4.4 

200  +  BEDS . 

44 

0.6 

-0.2 

4.0 

4.4 

VOLUME  (URBAN): 

LT  5,000  Lines . . . 

608 

-2.5 

0.1 

1.2 

1.4 

5,000-10,999  Lines  . 

176 

0.4 

-0.1 

3.9 

4.0 

11,000-20,999  Lines  . 

280 

0.5 

0.2 

4.3 

4.5 

21,000-42,999  Lines  . 

514 

0.1 

0.1 

3.8 

3.9 

GT  42,999  Lines  . 

1,392 

0.4 

0.0 

4.0 

4.2 

VOLUME  (RURAL): 

LT  5,000  Lines . 

77 

-0.3 

0.5 

3.8 

4.6 

5,000-10,999  Lines  . 

100 

-0.7 

0.2 

3.1 

3.7 

1 1 ,000-20,999  Lines  . . . 

187 

-0.7 

0.0 

2.9 

3.1 

21,000-42,999  Lines  . 

318 

-0.3 

0.0 

3.3 

3.5 

GT  42,999  Lines  . . . 

318 

0.3 

0.0 

3.9 

4.1 

REGION  (URBAN): 

NEW  ENGLAND  . 

153 

0.4 

-0.1 

3.9 

4.1 

MIDDLE  ATLANTIC . 

380 

0.4 

-0.6 

3.4 

3.5 

SOUTH  ATLANTIC  . 

457 

0.3 

-0.1 

3.9 

4.0 

.  EAST  NORTH  CENT . 

471 

0.4 

-0.4 

3.6 

4.1 

EAST  SOUTH  CENT . 

195 

0.2 

0.0 

3.8 

4.0 

WEST  NORTH  CENT . 

189 

0.6 

0.5 

4.7 

-4.8 

WEST  SOUTH  CENT . 

486 

0.1 

0.1 

3.8 

4.2 

MOUNTAIN  . 

192 

0.4 

0.1 

4.2 

4.4 

PACIFIC  . 

399 

0.1 

1.2 

4.9 

5.0 

PUERTO  RICO . 

48 

0.1 

-0.9 

2.8 

3.2 

REGION  (RURAL): 

NEW  ENGLAND  . . 

24 

0.9 

-0.8 

^  3.7 

3.9 

MIDDLE  ATLANTIC . 

68 

0.3 

-0.3 

3.6 

3.8 

SOUTH  ATLANTIC  . 

168 

-0.2 

0.0 

3.4 

3.5 

EAST  NORTH  CENT . 

127 

0.2 

-0.5 

3.3 

3.6 

EAST  SOUTH  CENT . 

179 

-0.1 

0.3 

3.7 

3.8 

WEST  NORTH  CENT . 

114 

0.3 

0.2 

4.2 

4.8 

WEST  SOUTH  CENT . 

210 

-0.2 

0.4 

3.9 

4.0 
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Table  51— Impact  of  Changes  for  CY  2009  Hospital  Outpatient  Prospective  Payment  System— Continued 


- 

Number  of 
hospitals 

APC 

recalibration 

New  wage 
index  and  rural 
adjustment 

Comb  (cols  2, 

3)  with  market 
basket  update 

All  changes 

(1) 

(2) 

(3) 

(4) 

(5) 

MOUNTAIN  . 

76 

-0.2 

-0.2 

3.2 

3.4 

PACIFIC . - . 

34 

-0.1 

1.1 

4.6 

4.8 

TEACHING  STATUS: 

4.0 

NON-TEACHING  . . . 

2,965 

•  0.2 

0.0 

3.8 

MINOR  . . . 

725 

0.4 

0.0 

4.0 

4.2 

MAJOR  . 

280 

0.5 

-0.1 

4.0 

4.5 

DSH  PATIENT  PERCENT: 

0  . ^ . 

9 

1.9 

0.0 

5.5 

5.5 

GT  0-0.10 . 

400 

'  0.5 

-0.4 

3.8 

3.9 

0.10-0.16  . 

398 

0.4 

0.0 

4.0 

4.3 

0.16-0.23  . 

815 

0.3 

-0.1 

3.8 

4.0 

0.23-0.35  . 

985 

0.3 

0.2 

4.1 

4.3 

GE  0.35 . 

749 

0.1 

0.1 

3.8 

4.2 

DSH  NOT  AVAILABLE  '  '  . 

URBAN  TEACHING/DSH: 

614 

-2.2 

0.2 

1.5 

1.6 

TEACHING  &  DSH898  . 

0.4 

0.0 

4.0 

4.3 

TEACHING/NO  DSH  . 

0 

0.0 

0.0 

0.0 

0.0 

NO  TEACHING/DSH  . 

1,482 

0.3 

0.0 

3.9 

4.0 

NO  TEACHING/NO  DSH . 

7 

1.7 

-0.1 

5.2 

5.2 

DSH  NOT  AVAILABLE  '  '  . 

583 

-2.2 

0.2 

1.5 

1.6 

TYPE  OF  OWNERSHIP: 

VOLUNTARY  . 

2,113 

0.3 

0.0 

3.9 

4.1 

PROPRIETARY  . 

1,275 

0.2 

0.0 

3.8 

3.9 

GOVERNMENT  . 

582 

0.2 

0.2 

4.0 

4.4 

CMHCs . 

222 

-22.8 

-0.3 

-19.5 

-19.5 

Column  (1)  shows  total  hospitals. 

Column  (2)  shows  the  impact  of  changes  resulting  from  the  reclassification  of  HCPCS  codes  among  APC  groups  and  the  recalibration  of  APC 
weights  based  on  CY  2007  hospital  claims  data. 

Column  (3)  shows  the  budget  neutral  impact  of  updating  the  wage  index  by  applying  the  FY  2009  hospital  inpatient  wage  index.  We  did  not 
make  any  changes  to  the  rural  adjustment. 

Column  (4)  shows  the  impact  of  all  budget  neutrality  adjustments  and  the  addition  of  the  market  basket  update. 

Column  (5)  shows  the  additional  adjustments  to  the  conversion  factor  resulting  from  a  change  in  the  pass-through  estimate  and  adds  outlier 
payments.  This  column  also  shows  the  impact  of  the  extended  508  wage  reclassification,  which  ends  September  30,  2009. 

'These  4,252  providers  include  children  and  cancer  hospitals,  which  are  held  harmless  to  pre-BBA  payments,  and  CMHCs. 

"  Complete  DSH  numbers  are  not  available  for  providers  that  are  not  paid  under  IPPS,  including  rehabilitation,  psychiatric,  and  long-term  care 
hospitals. 

"'Section  1 833(t)(7)(D)  of  the  Act  specifies  that  rural  hospitals  with  100  or  fewer  beds  and  SCHs  with  100  or  fewer  beds  (urban  and  rural)  re¬ 
ceive  additional  payment  for  covered  hospital  outpatient  services  furnished  during  CY  2009  for  which  the  prospective  payment  amount  is  less 
than  the  pre-BBA  amount.  The  amount  of  payment  is  increased  by  85  percent  of  that  difference  for  CY  2009. 


5.  Estimated  Effect  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

For  services  for  which  the  beneficiary 
pays  a  copayment  of  20  percent  of  the 
payment  rate,  the  beneficiary  share  of 
payment  will  increase  for  services  for 
which  the  OPPS  payments  will  rise  and 
will  decrease  for  services  for  which  the 
OPPS  payments  will  fall.  For  example, 
for  a  ser\dce  assigned  to  Level  IV  Needle 
Biopsy/ Aspiration  Except  Bone  Marrow 
(APC  0037)  in  the  CY  2008  OPPS,  the 
national  unadjusted  copayment  was 
$228.76,  and  the  minimum  unadjusted 
copayment  was  $172.95.  For  CY  2009, 
the  national  unadjusted  copayment  for 
APC  0037  is  $228.76,  the  same  national 
unadjusted  copayment  in  effect  for  CY 
2008.  The  minimum  unadjusted 
copayment  for  APC  0037  is  $178.60  or 
20  percent  of  the  national  unadjusted 
payment  rate  for  APC  0037  of  $892.96 
for  CY  2009.  The  minimum  unadjusted 
copayment  will  rise  because  the 


payment  rate  for  APC  0037  will  rise  for 
CY  2009.  In  all  cases,  the  statute  limits 
beneficiary  liability  for  copayment  for  a 
service  to  the  hospital  inpatient 
deductible  for  the  applicable  year.  The 
CY  2009  hospital  inpatient  deductible  is 
$1,068. 

In  order  to  better  understand  the 
impact  of  changes  in  copayment  on 
beneficiaries,  we  modeled  the  percent 
change  in  total  copayment  liability 
using  CY  2007  claims.  We  estimate, 
using  the  claims  of  the  4,252  hospitals 
and  CMHCs  on  which  our  modeling  is 
based,  that  total  beneficiary  liability  for 
copayments  will  decline  by 
approximately  $62  million  or,  as  an 
overall  percentage  of  total  payments, 
from  24.8  percent  in  CY  2008  to  23.3 
percent  in  CY  2009.  This  estimated 
decline  in  beneficiary  liability  is  a 
consequence  of  the  APC  recalibration 
and  reconfiguration  we  are  adopting  for 
CY  2009. 


6.  Conclusion 

The  changes  in  this  final  rule  with 
comment  period  will  affect  all  classes  of 
hospitals  and  CMHCs.  Some  classes  of 
hospitals  will  experience  significant 
gains  and  others  less  significant  gains, 
but  all  classes  of  hospitals  will 
experience  positive  updates  in  OPPS 
payments  in  CY  2009.  In  general, 
CMHCs  will  experience  an  overall 
decline  of  19.5  percent  in  payment  due 
to  the  creation  of  two  APCs  for  PHP  and 
the  recalibration  of  the  payment  rates. 
Table  51  demonstrates  the  estimated 
distributional  impact  of  the  OPPS 
budget  neutrality  requirements  that 
results  in  a  3.9  percent  increase  in 
payments  for  CY  2009,  after  considering 
all  changes  to  APC  reconfiguration  and 
recalibration,  as  well  as  the  market 
basket  increase,  wage  index  changes, 
estimated  payment  for  outliers,  and 
changes  to  the  pass-through  payment 
estimate.  The  accompanying  discussion. 
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in  combination  with  the  rest  of  this  final 
rule  with  comment  period,  constitutes  a 
regulatory  impact  analysis. 

7.  Accounting  Statement 

As  required  by  OMB  Circular  A-4 
(available  at  http:// 


www.whitehouse.gov/omb/circulars/ 
a004/a-4-.pdf],  in  Table  52,  we  have 
prepared  an  accounting  statement 
showing  the  CY  2009  estimated  hospital 
OPPS  incurred  benefit  impact 
associated  with  the  CY  2009  hospital 


outpatient  market  basket  update  shown 
in  this  final  rule  with  comment  period, 
based  on  the  2008  Trustees’  Report 
baseline.  All  estimated  impacts  are 
classified  as  transfers. 


Table  52— Accounting  Statement:  CY  2009  Estimated  Hospital  OPPS  Incurred  Benefit  Impact  Associated 
With  the  CY  2009  Hospital  Outpatient  Market  Basket  Update  (in  Billions) 


Category 

.»  Transfers 

Annualized  Monetized  Transfers  .... 
From  Whom  to  Whom  . 

$0.8  billion. 

Federal  Government  to  outpatient  hospitals  and  other  providers  who  received  payment  under  the  hospital 
OPPS. 

Total  . 

$0.8  billion. 

C.  Effects  of  ASC  Payment  System 
Changes  in  This  Final  Rule  With 
Comment  Period 

On  August  2,  2007,  we  published  in 
the  Federal  Register  the  final  rule  for 
the  revised  ASC  payment  system, 
effective  January  1,  2008  (72  FR  42470). 
In  that  final  rule,  we:  Adopted  the 
methodologies  to  set  payment  rates  for 
covered  ASC  services  to  implement  the 
revised  payment  system  so  that  it  would 
be  designed  to  result  in  budget 
neutrality  as  required  by  section  626  of 
Public  Law  108-173;  established  that 
the  OPPS  relative  payment  weights 
would  be  the  basis  for  payment  and  that 
we  would  update  the  system  annually 
as  part  of  the  OPPS  rulemaking  cycle; 
and  provided  that  the  revised  ASC 
payment  rates  would  he  phased-in  over 
4  years.  During  the  4-year  transition  to 
full  implementation  of  the  revised  ASC 
rates,  payments  for  surgical  procedures 
paid  in  ASCs  in  CY  2007  will  he  made 
using  a  blend  of  the  CY  2007  ASC 
payment  rate  and  the  revised  ASC 
payment  rate  for  that  calendar  year.  In 
CY  2009,  we  are  paying  ASCs  using  a 
50/50  blend,  in  which  payment  would 
be  calculated  by  adding  50  percent  of 
the  CY  2007  ASC  rate  for  a  surgical 
procedure  on  the  CY  2007  ASC  list  of 
covered  surgical  procedures  and  50 
percent  of  the  CY  2009  revised  ASC  rate 
for  the  same  procedure.  For  CY  2010, 
we  would  transition  the  blend  to  a  25/ 
75  blend  of  the  CY  2007  ASC  rate  and 
the  revised  ASC  payment  rate. 

Beginning  in  CY  2011,  we  would  pay 
ASCs  for  all  covered  surgical 
procedures,  including  those  on  the  CY 
2007  ASC  list,  at  the  full  revised  ASC 
payment  rates.  Payment  for  procedures 
that  were  not  included  on  the  ASC  list 
of  covered  surgical  procedures  in  CY 
2007  is  not  subject  to  the  transitional 
payment  methodology. 

ASC  payment  rates  are  calculated  by 
multiplying  the  ASC  conversion  factor 


by  the  ASC  relative  payment  weight.  As 
discussed  fully  in  section  XV.  of  this 
final  rule  with  comment  period,  we  set 
the  CY  2009  ASC  relative  payment 
weights  by  scaling  unadjusted  CY  2009 
ASC  relative  payment  weights  by  the 
ASC  scaler  of  0.9751.  These  weights 
take  into  consideration  the  50/50  blend 
for  the  second  year  of  transitional 
payment  for  certain  services.  If  there 
were  no  transition,  the  scaler  for  CY 
2009  fully  implemented  payment  rates 
would  be  0.9412.  The  estimated  effects 
on  payment  rates  during  this 
transitional  period  are  varied  and  are 
reflected  in  the  estimated  payments 
displayed  in  Tables  53  and  54  below. 

The  CY  2009  ASC  conversion  factor 
was  calculated  by  adjusting  the  CY  2008 
ASC  conversion  factor  to  account  for 
changes  in  the  pre-floor  and  pre¬ 
reclassified  hospital  wage  indices 
between  CY  2008  and  CY  2009.  Under 
section  1833(i)(2)(C)(iv)  of  the  Act,  there 
is  no  inflation  update  to  the  ASC 
conversion  factor  for  CY  2009.  The  final 
CY  2009  ASC  conversion  factor  is 
$41,393. 

1.  Alternatives  Considered 

Alternatives  to  the  changes  we  are 
making  and  the  reasons  that  we  have 
chosen  the  options  are  discussed 
throughout  this  final  rule  with  comment 
period, 

a.  Alternatives  Considered  for  Office- 
Based  Procedures 

According  to  our  final  policy  for  the 
revised  ASC  payment  system,  we 
designate  as  office-based  those 
procedures  that  are  added  to  the  ASC 
list  of  covered  surgical  procedures  in  CY 
2008  or  later  years  that  we  determine 
are  usually  performed  in  physicians’ 
offices  based  on  consideration  of  the 
most  recent  available  volume  and 
utilization  data  for  each  individual 
procedure  code  and/or,  if  appropriate. 


the  clinical  characteristics,  utilization, 
and  volume  of  related  codes.  We 
establish  payment  for  procedures 
designated  as  office-based  at  the  lesser 
of  the  MPFS  nonfacility  PE  RVU  amount 
or  the  ASC  rate  developed  according  to 
the  standard  methodology  of  the  revised 
ASC  payment  system. 

In  developing  this  final  rule  with 
comment  period,  we  reviewed  the 
newly  available  CY  2007  utilization  data 
for  all  surgical  procedures  added  to  the 
ASC  list  of  covered  surgical  procedures 
in  CY  2008  and  for  those  procedures  for 
which  the  office-hased  designation  is 
temporary  in  the  CY  2008  OPPS/ ASC 
final  rule  with  comment  period  (72  FR 
66840  through  66841).  Based  on  that 
review,  and  as  discussed  in  section 
XV.E.  of  this  final  rule  with  comment 
period,  we  are  newly  designating  eight 
surgical  procedures  as  office-based,  with 
four  of  those  designations  as  permanent. 
We  considered  two  alternatives  in 
developing  this  policy. 

The  first  alternative  we  considered 
was  to  make  no  change  to  the  procedure 
payment  designations.  This  would  mean 
that  we  would  continue  to  pay  for  the 
eight  procedures  we  are  designating  as 
office-hased  at  an  ASC  payment  rate 
developed  according  to  the  standard 
methodology  of  the  revised  ASC 
payment  system.  We  did  not  select  this 
alternative  because  our  analysis  of  data 
for  these  services  and  related 
procedures  indicated  that  the  eight 
procedures  we  are  designating  as  office- 
based  could  be  considered  to  be  usually 
performed  in  physicians’  offices. 
Consistent  with  our  final  policy  adopted 
in  the  August  2,  2007  revised  ASC 
payment  system  final  rule  (72  FR 
42509),  we  were  concerned  that  if  these 
services  were  not  designated  as  office- 
based,  their  ASC  payment  could  create 
financial  incentives  for  the  procedures 
to  shift  from  physicians’  offices  to  ASCs 
for  reasons  unrelated  to  clinical 


68802  Federal  Register / Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


decisions  regarding  the  most 
appropriate  setting  for  surgical  care. 

The  second  alternative  we  considered, 
and  the  alternative  we  selected,  is  to 
designate  eight  additional  procedures  as 
office-based  for  CY  2009.  Three  of  the 
eight  procedures  are  newly-created  CPT 
codes  that  will  become  effective 
beginning  January  1,  2009.  We  selected 
this  alternative  because  our  review  of 
the  most  recent  available  volume  and 
utilization  data  and/or,  if  appropriate, 
the  clinical  characteristics,  utilization 
and  volume  of  related  codes  indicated 
that  these  procedures  could  be 
considered  to  be  usually  performed  in 
physicians’  offices.  We  believe  that 
designating  these  procedures  as  either 
temporarily  or  permanently  office- 
based,  which  results  in  the  ASC 
payment  rate  for  these  procedures 
potentially  being  capped  at  the 
physician’s  office  rate  {that  is,  the  MPFS 
nonfacility  PE  RVU  amount),  if 
applicable,  is  an  appropriate  step  to 
ensure  that  Medicare  payment  policy 
does  not  create  financial  incentives  for 
such  procedures  to  shift  unnecessarily 
from  physicians’  offices  to  ASCs, 
consistent  with  our  final  policy  adopted 
in  the  August  2,  2007  revised  ASC 
payment  system  final  rule. 

b.  Alternatives  Considered  for  Covered 
Surgical  Procedures 

According  to  our  final  policy  for  the 
revised  ASC  payment  system,  we 
designate  as  covered  surgical 
procedures  all  surgical  procedures  that 
we  determine  do  not  pose  a  significant 
risk  to  beneficiary  safety  and  are  not 
expected  to  require  an  overnight  stay. 

In  developing  this  final  rule  with 
comment  period,  we  reviewed  the 
clinical  characteristics  and  newly 
available  CY  2007  utilization  data,  if 
applicable,  for  all  procedures  reported 
by  Category  III  CP'T  codes  implemented 
July  1,  2008,  newly  created  Category  I 
CPT  and  Level  II  HCPCS  codes  for  CY 
2009,  and  surgical  procedures  that  were 
excluded  from  ASC  payment  for  CY 
2008.  Based  on  that  review,  we 
identified  16  surgical  procedures  for 
which  there  are  newly  created  Category 
I  CPT  codes  for  CY  2009  CPT  and  14 
procedures  that  had  been  excluded  from 
the  list  in  CY  2008  that  meet  the  criteria 
for  inclusion  on  the  ASC  list  of  covered 
surgical  procedures  and  we  are  adding 
those  procedures  to  the  list  for  CY  2009 
payment.  We  considered  two 
alternatives  in  developing  this  policy. 

The  first  alternative  we  considered 
was  to  make  no  change  to  the  ASC  list 
of  covered  surgical  procedures.  We  did 
not  select  this  alternative  because  our 
analysis  of  data  for  these  services  and 
related  procedures  indicated  that  the 


additional  30  procedures  we  are 
designating  as  covered  surgical 
procedures  for  CY  2009  may  be  safely 
provided  to  beneficiaries  in  ASCs  and 
are  not  expected  to  require  an  overnight 
stay.  Consistent  with  our  final  policy, 
we  were  concerned  that  if  these  services 
were  not  designated  as  ASC  covered 
surgical  procedures,  beneficiaries  would 
lack  access  to  these  services  in  the  most 
clinically  appropriate  setting. 

The  second  alternative  we  considered, 
and  the  alternative  we  selected,  is  to 
designate  30  additional  procedures  as 
ASC  covered  surgical  procedures  for  CY 
2009.  We  selected  this  alternative 
because  our  review  of  the  clinical 
characteristics  and  newly  available  CY 
2007  utilization  data,  if  applicable,  for 
all  of  these  procedures  indicated  that 
they  do  not  pose  a  significant  risk  to 
beneficiary  safety  and  are  not  expected 
to  require  an  overnight  stay,  and  thus 
they  meet  the  criteria  for  inclusion  on 
the  list  of  ASC  covered  surgical 
procedures.  We  believe  that  adding 
these  procedures  to  the  list  of  covered 
surgical  procedures  is  an  appropriate 
step  to  ensure  that  beneficiary  access  to 
services  is  not  limited  unnecessarily. 

2.  Limitations  of  Our  Analysis 

Presented  here  are  the  projected 

effects  of  the  changes  for  CY  2009  on 
Medicare  payment  to  ASCs.  A  key 
limitation  of  our  analysis  is  our  inability 
to  predict  changes  in  ASC  service-mix 
between  CY  2007  and  CY  2009  with 
precision.  The  aggregate  impacts 
displayed  in  Tables  53  and  54  below  are 
based  upon  a  methodology  that  assumes 
no  changes  in  service-mix  with  respect 
to  the  CY  2007  ASC  data  used  for  this 
final  rule  with  comment  period.  In 
addition,  data  on  services  that  are  newly 
payable  under  the  revised  ASC  payment 
system  are  not  yet  reflected  in  the 
available  claims  data.  We  believe  that 
the  net  effect  on  Medicare  expenditures 
resulting  from  the  CY  2009  changes  will 
be  negligible  in  the  aggregate.  However, 
such  changes  may  have  differential 
effects  across  surgical  specialty  groups 
as  ASCs  adjust  to  payment  rates.  We  are 
unable  to  accurately  project  such 
changes  at  a  disaggregated  level.  Clearly, 
individual  ASCs  will  experience 
changes  in  payment  that  differ  from  the 
aggregated  estimated  impacts  presented 
below. 

3.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Payments  to 
ASCs 

Some  ASCs  are  multispecialty 
facilities  that  perform  the  gamut  of 
surgical  procedures,  from  excision  of 
lesions  to  hernia  repair  to  cataract 
extraction:  others  focus  on  a  single 


specialty  and  perform  only  a  limited 
range  of  surgical  procedures,  such  as 
eye,  digestive  system,  or  orthopedic 
procedures.  The  combined  effect  on  an 
individual  ASC  of  the  update  to  the  CY 
2009  payments  will  depend  on  a 
number  of  factors  including,  but  not 
limited  to,  the  mix  of  services  the  ASC 
provides,  the  volume  of  specific  services 
provided  by  the  ASC,  the  percentage  of 
its  patients  who  are  Medicare 
beneficiaries,  and  the  extent  to  which  an 
ASC  provides  different  services  in  the 
coming  year.  The  following  discussion 
presents  tables  that  display  estimates  of 
the  impact  of  the  CY  2009  update  to  the 
revised  ASC  payment  system  on 
Medicare  payments  to  ASCs,  assuming 
the  same  mix  of  services  as  reflected  in 
our  CY  2007  claims  data.  Table  53 
depicts  the  aggregate  percent  change  in 
payment  by  surgical  specialty  group  and 
Table  54  shows  a  comparison  of 
payment  for  procedures  that  we 
estimate  will  receive  the  most  Medicare 
payment  in  CY  2009. 

"Table  53  shows  the  effects  on 
aggregate  Medicare  payments  under  the 
revised  ASC  payment  system  by  surgical 
specialty  group.  We  have  aggregated  the 
surgical  HCPCS  codes  by  specialty 
group  and  estimated  the  effect  on 
aggregated  payment  for  surgical 
specialty  groups,  considering  separately 
the  CY  2009  transitional  rates  and  the 
fully  implemented  revised  ASC 
payment  rates  that  would  apply  in  CY 
2009  if  there  were  no  transition.  The 
groups  are  sorted  for  display  in 
descending  order  by  estimated  Medicare 
program  payment  to  ASCs  for  CY  2008. 
The  following  is  an  explanation  of  the 
information  presented  in  Table  53. 

•  Column  1 — Surgical  Specialty 
Group  indicates  the  surgical  specialties 
into  which  ASC  procedures  are 
grouped.  We  used  the  CPT  code  range 
definitions  and  Level  II  HCPCS  codes 
and  Category  III  CPT  codes,  as 
appropriate,  to  account  for  all  surgical 
procedures  to  which  the  Medicare 
program  payments  are  attributed. 

•  Column  2 — Estimated  CY  2008  ASC 
Payments  were  calculated  using  CY 

2007  ASC  utilization  (the  most  recent 
full  year  of  ASC  utilization)  and  CY 

2008  ASC  payment  rates.  The  surgical 
specialty  groups  are  displayed  in 
descending  order  based  on  estimated  CY 
2008  ASC  payments. 

•  Column  3 — Estimated  CY  2009 
Percent  Change  with  Transition  (50/50 
Blend)  is  the  aggregate  percentage 
increase  or  decrease,  compared  to  CY 
2008,  in  Medicare  program  payment  to 
ASCs  for  each  surgical  specialty  group 
that  is  attributable  to  updates  to  the  ASC 
payment  rates  for  CY  2009  under  the 
scaled,  50/50  hlend  of  the  CY  2007  ASC 
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payment  rate  and  the  CY  2009  ASC 
payment  rate. 

•  Column  4 — Estimated  CY  2009 
Percent  Change  without  Transition 
(Fully  Implemented)  is  the  aggregate 
percentage  increase  or  decrease  in 
Medicare  program  payment  to  ASCs  for 
each  surgical  specialty  group  that  would 
be  attributable  to  updates  to  ASC 
payment  rates  for  CY  2009  compared  to 
CY  2008  if  there  were  no  transition 
period  to  the  fully  implemented 
payment  rates.  The  percentages 
appearing  in  Column  4  are  presented 
only  as  comparisons  to  the  percentage 
changes  under  the  transition  policy  in 
column  3.  We  are  not  eliminating  or 
modifying  the  policy  for  a  4-year 
transition  that  was  finalized  in  the 
August  2,  2007  revised  ASC  payment 
system  final  rule  (72  FR  42519). 


As  seen  in  Table  53,  the  update  to 
ASC  rates  for  CY  2009  is  expected  to 
result  in  small  aggregate  decreases  in 
payment  amounts  for  eye  and  ocular 
adnexa  and  nervous  system  procedures 
and  somewhat  greater  decreases  for 
digestive  system  procedures.  As  shown 
in  column  4  in  the  table,  those  payment 
decreases  would  be  expected  to  be 
greater  in  CY  2009  if  there  were  no 
transitional  payment  for  all  three  of 
those  surgical  specialty  groups. 

Generally,  for  the  surgical  specialty 
groups  that  account  for  less  ASC 
utilization  and  spending,  the  expected 
payment  effects  of  the  CY  2009  update 
are  positive.  ASC  payments  for 
procedures  in  those  surgical  specialties 
will  increase  in  CY  2009  with  the  50/50 
transitional  payment  rates  and,  in  the 
absence  of  the  transition,  would 
increase  even  more.  For  instance,  in  the 


aggregate,  payment  for  integumentary 
system  procedures  is  expected  to 
increase  by  7  percent  under  the  CY  2009 
rates  and  by  19  percent  if  there  were  no 
transition.  Similar  effects  are  observed 
for  genitourinary,  cardiovascular, 
musculoskeletal,  respiratory,  and 
auditory  system  procedures  as  well.  An 
estimated  increase  in  aggregate  payment 
for  the  specialty  group  does  not  mean 
that  all  procedures  in  the  group  will 
experience  increased  payment  rates.  For 
example,  the  estimated  increased 
payments  at  the  surgical  specialty  group 
level  may  be  due  to  decreased  payments 
for  some  of  the  most  frequently 
provided  procedures  in  the  group  and 
the  moderating  effect  of  the  sometimes 
substantial  payment  increases  for  the 
less  frequently  performed  procedures 
within  the  surgical  specialty  group. 


Table  53— Estimated  CY  2009  Impact  of  the  Update  to  the  ASC  Payment  System  on  Estimated  Aggregate 
CY  2009  Medicare  Program  Payments  Under  the  50/50  Transition  Blend  and  Without  a  Transition,  by 
Surgical  Specialty  Group 


Surgical  specialty  group 

(1) 

— 

Estimated  CY 
2008  ASC 
payments  (in 
millions) 

— 

^  Estimated  CY 
'  2009  percent 
change  with 
transition  (50/ 
50  blend) 

(3) 

Estimated  CY 
2009  percent 
change  with¬ 
out  transition 
(fully  imple¬ 
mented) 

(4) 

Eye  and  ocular  adnexa . 

$1 ,397 

-1 

-2 

Digestive  system . ; . 

753 

-6 

-16 

Nervous  system  . 

327 

-3 

-10 

Musculoskeletal  system  . : . 

222 

19 

54 

Integumentary  system  . . . 

89 

7 

19 

Genitourinary  system  . 

88 

11 

28 

Respiratory  system  . 

23 

14 

38 

Cardiovascular  system  . 

15 

16 

46 

Auditory  system  . . . 

6 

25 

52 

Table  54  below  shows  the  estimated 
impact  of  the  updates  to  the  revised 
ASC  payment  system  on  aggregate  ASC 
payments  for  selected  procedures 
during  CY  2009  with  and  without  the 
transitional  blended  rate.  The  table 
displays  30  of  the  procedures  receiving 
the  greatest  estimated  CY  2008  aggregate 
Medicare  payments  to  ASCs.  The 
HCPCS  codes  are  sorted  in  descending 
order  by  estimated  CY  2008  program 
payment. 

•  Column  1 — HCPCS  code. 

•  Column  2 — Short  Descriptor  of  the 
HCPCS  code. 

•  Column  3 — Estimated  CY  2008  ASC 
Payments  were  calculated  using  CY 

2007  ASC  utilization  (the  most  recent 
full  year  of  ASC  utilization)  and  the  CY 

2008  ASC  payment  rates.  The  estimated 
CY  2008  payments  are  expressed  in 
millions  of  dollars.  * 

•  Column  4 — CY  2009  Percent 
Change  with  Transition  (50/50  Blend) 


reflects  the  percent  differences  between 
the  estimated  ASC  payment  for  CY  2008 
and  the  estimated  payment  for  CY  2009 
based  on  the  update,  incorporating  a  50/ 
50  blend  of  the  CY  2007  ASC  payment 
rate  and  the  CY  2009  revised  ASC 
payment  rate. 

•  Column  5 — CY  2009  Percent 
Change  without  Transition  (Fully 
Implemented)  reflects  the  percent 
differences  between  the  estimated  ASC 
payment  for  CY  2008  and  the  estimated 
payment  for  CY  2009  based  on  the 
update  if  there  were  no  transition  period 
to  the  fully  implemented  payment  rates. 
The  percentages  appearing  in  Column  5 
are  presented  as  a  comparison  to  the 
percentage  changes  under  the  transition 
policy  in  Column  4.  We  are  not 
eliminating  or  modifying  the  policy  for 
the  4-year  transition  that  was  finalized 
in  the  August  2,  2007,  revised  ASC 


payment  system  final  rule  (72  FR 
42519). 

As  displayed  in  Table  54,  25  of  the  30 
procedures  with  the  greatest  estimated 
aggregate  CY  2008  Medicare  payment 
are  included  in  the  three  surgical 
specialty  groups  that  are  estimated  to 
account  for  the  most  Medicare  payment 
in  CY  2008,  specifically  eye  and  ocular 
adnexa,  digestive  system,  and  nervous 
system  groups.  Consistent  with  the 
estimated  payment  effects  on  the 
surgical  specialty  groups  displayed  in 
Table  53,  the  estimated  effects  of  the  CY 
2009  update  on  ASC  payment  for 
individual  procedures  in  year  2  of  the 
transition  shown  in  Table  54  are  varied. 
Aggregate  ASC  payments  for  many  of 
the  most  firequently  furnished  ASC 
procedures  will  decrease  as  the 
transition  causes  individual  procedure 
payments  to  reflect  relative  ASC 
payment  weights  that  are  more  closely 
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aligned  with  the  relative  payment 
weights  under  the  OPPS. 

The  ASC  procedure  for  which  the 
most  Medicare  payment  is  estimated  to 
be  made  in  CY  2008  is  the  cataract 
removal  procedure  reported  with  CPT 
code  66984  (Extracapsular  cataract 
removal  with  insertion  of  intraocular 
lens  prosthesis  (one  stage  procedure), 
manual  or  mechanical  technique  (e.g., 
irrigation  and  aspiration  or 
phacoemulsification)).  The  update  to 
the  ASC  rates  will  result  in  a  1  percent 
payment  decrease  for  that  procedure  in 
CY  2009.  The  estimated  payment  effects 
on  the  four  other  high  volume  eye  and 
ocular  adnexa  procedures  included  in 
Table  54  are  slightly  positive  and 
negative,  but  for  CPT  code  66821 
(Discission  of  secondary  membranous 
cataract  (opacified  posterior  lens 
capsule  and/or  anterior  hyaloid):  laser 
surgery  (e.g.,  YAG  laser)  (one  or  more 
stages)),  the  expected  CY  2009  payment 
decrease  is  10  percent,  significantly 
greater  than  the  decreases  expected  for 


any  of  the  other  eye  and  ocular  adnexa 
procedures  shown. 

The  transitional  payment  rates  for  8  of 
the  9  digestive  system  procedures 
included  in  Table  54  are  expected  to 
decrease  by  6  to  9  percent  in  CY  2009. 
Those  estimated  decreases  are 
consistent  with  the  estimated  6  percent 
reduction  shown  in  Table  53  for  the 
digestive  system  surgical  specialty 
group. 

The  10  nervous  system  procedures  for 
which  the  most  Medicare  payment  is 
estimated  to  be  made  to  ASCs  in  CY 

2008  are  included  in  Table  54.  The  CY 

2009  update  will  result  in  5  percent 
payment  decreases  for  4  of  those 
procedures  and  result  in  even  more 
substantial  decreases,  19  percent  and  22 
percent  respectively,  for  CPT  code 
64484  (Injection,  anesthetic  agent  and/ 
or  steroid,  transforaminal  epidural; 
lumbar  or  sacral,  each  additional  level) 
and  CPT  code  64476  (Injection, 
anesthetic  agent  and/or  steroid, 
paravertebral  facet  joint  or  facet  joint 


nerve;  lumbar  or  sacral,  each  additional 
level).  The  other  three  nervous  system 
procedures  included  in  the  table  will 
realize  payment  increases,  especially 
CPT  codes  64622  (Destruction  by 
neurolytic  agent,  paravertebral  facet 
joint  nerve;  lumbar  or  sacral,  single 
level)  and  64721  (Neuroplasty  and/or 
transposition;  medial  nerve  at  carpal 
tunnel)  for  which  payment  will  increase 
by  13  percent  in  CY  2009. 

The  estimated  payment  effects  for 
most  of  the  remaining  procedures  listed 
in  Table  54  are  positive.  For  example, 
the  CY  2009  transitional  payment  rate 
for  CPT  codes  29880  (Arthroscopy, 
knee,  surgical;  with  meniscectomy 
(medial  AND  lateral,  including  any 
meniscal  shaving))  and  29881 
(Arthroscopy,  knee,  surgical;  with 
meniscectomy  (medial  OR  lateral, 
including  any  meniscal  shaving))  are 
estimated  to  increase  17  percent  over 
the  CY  2008  transitional  payment 
amount. 


Table  54— Estimated  Impact  of  Update  to  CY  2009  ASC  Payment  System  on  Aggregate  Payments  for 

Selected  Procedures 


1 

1 

1 

HCPCS  code  | 

(1) 

Short  descriptor 

(2) 

Allowed 
charges 
(in  mil) 

(3) 

Estimated  CY 
2009  percent 
change  (50/50 
Blend) 

(4) 

Estimated  CY 
2009  percent 
change  with¬ 
out  transition 
(fully  imple¬ 
mented) 

(5) 

66984  . 

Cataract  surg  w/iol,  1  stage . 

1,087 

-1 

-3 

43239  . 

Upper  gi  endoscopy,  biopsy  . 

166 

-7 

-20 

45378  . 

Diagnostic  colonoscopy  . 

141 

-6 

-18 

45380  . 

Colonoscopy  and  biopsy . 

132 

-6 

-18 

45385  . 

Lesion  removal  colonoscopy  . •. . 

101 

-6 

-18 

66821  . 

After  cataract  laser  surgery  . 

84 

-10 

-29 

62311  . 

Inject  spine  I/s  (cd) . 

76 

-5 

-13 

64483  . 

Inj  foramen  epidural  I/s  . : . 

53 

-5 

-13 

€6982  . 

Cataract  surgery,  complex . 

51 

-1 

-3 

45384  . 

Lesion  remove  colonoscopy  . 

38 

-6 

-18 

G0121  . 

Colon  ca  scm  not  hi  rsk  ind . 

37 

-9 

-25 

G0105  . 

Colorectal  scrn;  hi  risk  ind  . 

32 

-9 

-25 

15823  . 

Revision  of  upper  eyelid  . 

30 

4 

10 

64475  . 

Inj  paravertebral  I/s  . . . 

27 

-5 

-13 

43235  . 

Uppr  gi  endoscopy,  diagnosis  . 

24 

0 

0 

52000  . 

Cystoscopy . 

23 

- 1 

- 10 

64476  . 

Inj  paravertebral  I/s  add-on . 

22 

-22 

-65 

29881  . 

Knee  arthroscopy/surgery . . . 

21 

17 

49 

64721  . 

Carpal  tunnel  surgery  . 

19 

13 

38 

63650  . 

Implant  neuroelectrodes  . 

17 

10 

20 

29880  . 

Knee  arthroscopy/surgery . 

16 

17 

49 

62310  . 

Inject  spine  c/t . 

15 

-5 

-13 

67041  . 

Vit  for  macular  pucker . 

14 

0 

-3 

67904  . 

Repair  eyelid  defect  . 

14 

5 

13 

64484  . 

Inj  foramen  epidural  add-on . 

14 

-19 

-51 

43248  . 

Uppr  gi  endoscopy/guide  wire  . 

13 

-7 

-20 

28285  . 

Repair  of  hammetioe  . . . 

13 

15  1 

41 

63685 . 

Insrt/redo  spine  n  generator  . . . 

12 

3 

7 

64622  . 

Destr  paravertebri  nerve  I/s  . 

11 

13 

40 

29848  . 

Wrist  endoscopy/surgery  . 

11 

-4 

_ _ 1 

-12 

Predictably,  the  previous  ASC  to  ASCs  to  focus  on  providing 

payment  system  served  as  an  incentive  procedures  for  which  they  determined 


Medicare  payments  would  support  their 
continued  operation.  We  note  that. 
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historically,  the  ASC  payment  rates  for 
many  of  the  most  frequently  performed 
procedures  in  ASCs  were  similar  to  the 
OPPS  payment  rates  for  the  same 
procedures.  Conversely,  procedures 
with  ASC  payment  rates  that  were 
substantially  lower  than  the  OPPS  rates 
have  been  performed  least  often  in 
ASCs.  We  believe  the  revised  ASC 
payment  system  represents  a  major 
stride  toward  encouraging  greater 
efficiency  in  ASCs  and  promoting  a 
significant  increase  in  the  breadth  of 
surgical  procedures  performed  in  ASCs 
because  it  distributes  payments  across 
the  entire  spectrum  of  covered  surgical 
procedures  based  on  a  coherent  System 
of  relative  payment  weights  that  are 
related  to  the  clinical  and  facility 
resource  requirement  characteristics  of 
those  procedures. 

4.  Estimated  Effects  of  This  Final  Rule 
With  Comment  Period  on  Beneficiaries 

We  estimate  that  the  CY  2009  update 
to  the  ASC  payment  system  will  be 
generally  positive  for  beneficiaries  with 
respect  to  the  procedures  newly  added 
to  the  ASC  list  of  covered  surgical 
procedures  and  for  those  designated  as 
office-based  for  CY  2009.  First,  except 
for  screening  colonoscopy  and  flexible 
sigmoidoscopy  procedures,  the  ASC 
coinsurance  rate  for  all  procedures  is  20 
percent.  This  contrasts  with  procedures 
performed  in  HOPDs,  where  the 
Beneficiary  is  responsible  for 
copayments  that  range  from  20  percent 
to  40  percent  of  the  procedure  payment. 
Second,  ASC  payment  rates  under  the 
revised  payment  system  are  lower  than 
payment  rates  for  the  same  procedures 
under  the  OPPS,  so  the  beneficiary 
coinsurance  amount  under  the  ASC 
payment  system  almost  always  will  be 
less  than  the  OPPS  copayment  amount 
for  the  same  services.  (The  only 
exceptions  would  be  if  the  ASC 


5.  Conclusion 


coinsurance  amount  exceeds  the 
inpatient  deductible.  The  statute 
requires  that  copayment  amounts  under 
the  OPPS  not  exceed  the  inpatient 
deductible.)  For  procedures  newly 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2009  that 
migrate  from  the  HOPD  to  the  ASC,' the 
beneficiary  coinsurance  amount  will  be 
less  than  the  OPPS  copayment  amount. 
Furthermore,  the  additions  to  the  list 
will  provide  beneficiaries  access  to 
more  surgical  procedures  in  ASCs. 
Beneficiary  coinsurance  for  services 
migrating  from  physicians’  offices  to 
ASCs  may  decrease  or  increase  under 
the  revised  ASC  payment  system, 
depending  on  the  particular  service  and 
the  relative  payment  amounts  for  that 
service  in  the  physician’s  office 
compared  to  the  ASC.  However,  for 
those  procedures  newly  designated  as 
office-based  in  CY  2009,  the  beneficiary 
coinsurance  amount  will  be  no  greater 
than  the  beneficiary  coinsurance  in  the 
physician’s  office. 

In  addition,  as  finalized  in  the  August 
2,  2007  revised  ASC  payment  system 
final  rule  (72  FR  42520),  in  CY  2009,  the 
second  year  of  the  4-year  transition  to 
the  ASC  payment  rates  calculated 
according  to  the  standard  methodology 
of  the  revised  ASC  payment  system, 
ASC  payment  rates  for  a  number  of 
commonly  furnished  ASC  procedures 
will  continue  to  be  reduced,  resulting  in 
lower  beneficiary  coinsurance  amounts 
for  these  ASC  services  in  CY  2009. 
Continued  migration  of  procedures 
currently  on  the  list  of  ASC  covered 
surgical  procedures  from  the  HOPD  to 
the  ASC  will  also  reduce  beneficiary 
liability  for  these  services,  for  the  two 
reasons  described  above  with  respect  to 
the  new  ASC  covered  services. 


The  updates  to  the  ASC  payment 
system  for  CY  2009  will  affect  each  of 
the  approximately  5,300  ASCs  currently 
approved  for  participation  in  the 
Medicare  program.  'The  effect  on  an 
individual  ASC  will  depend  on  its  mix 
of  patients,  the  proportion  of  the  ASC’s 
patients  that  are  Medicare  beneficiaries, 
the  degree  to  which  the  payments  for 
the  procedures  offered  by  the  ASC  are 
changed  under  the  revised  payment 
system,  and  the  extent  to  which  the  ASC 
provides  a  different  set  of  procedures  in 
the  coming  year. 

The  revised  ASC  payment  system  is 
designed  to  result  in  the  same  aggregate 
amount  of  Medicare  expenditures  in  CY 
2009  as  was  estimated  to  be  made  in  CY 
2008.  We  estimate  that  the  update  to  the 
revised  ASC  payment  system,  including 
the  addition  of  surgical  procedures  to 
the  list  of  covered  surgical  procedures, 
that  we  are  adopting  for  CY  2009  will 
have  no  net  effect  on  Medicare 
expenditures  compared  to  the  estimated  I 

level  of  Medicare  expenditures  in  CY  j 

2008.  ! 


As  required  by  OMB  Circular  A-4 
(available  at  http://www.whitehousegov/ 
omb/circulars/a004/a-4.pdf),  in  Table 
55  below,  we  have  prepared  an 
accounting  statement  showing  the 
classification  of  the  expenditures 
associated  with  the  statutorily  required 
zero  percent  update  to  Rie  CY  2009 
revised  ASG  payment  system,  based  on 
the  provisions  of  this  final  rule  with 
comment  period.  This  table  provides 
our  best  estimate  of  Medicare  payments 
to  providers  and  suppliers  as  a  result  of 
the  update  to  the  CY  2009  ASC  paynjent 
system,  as  presented  in  this  final  rule 
with  comment  period.  All  expenditures 
are  classified  as  transfers. 


6.  Accounting  Statement 


Table  55— Accounting  Statement;  Classification  of  Estimated  Expenditures  From  CY  2008  to  CY  2009  as  a 
Result  of  the  CY  2009  Update  to  the  Revised  ASC  Payment  System 


Category 

■  Transfers 

Annualized  Monetized  Transfers . 

From  Whom  to  Whom  . 

Annualized  Monetized  Transfer . 

From  Whom  to  Whom  . 

$0  Million. 

Federal  Government  to  Medicare  Providers  and  Suppliers. 

$0  Million. 

Premium  Payments  from  Beneficiaries  to  Federal  Government. 

Total . 

$0  Million. 
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D.  Effects  of  Final  Requirements  for 
Hospital  Reporting  of  Quality  Data  for 
Annual  Hospital  Payment  Update 

1.  Hospital  Reporting  of  Outpatient 
Quality  Data  Under  the  HOP  QDRP 

In  section  XVII.  of  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66871),  we  finalized  our  measures 
and  requirements  for  reporting  of 
quality  data  to  CMS  for  services 
furnished  in  hospital  outpatient  settings 
under  the  CY  2009  HOP  QDRP.  The 
initial  data  submission  for  April  to  June 
2008  services  is  due  to  the  OPPS 
Clinical  Warehouse  by  November  1, 

2008  (72  FR  66871).  CMS  and  its 
contractors  will  provide  assistance  to  all 
affected  hospitals  that  wish  to  submit 
data.  In  section  XVI.  of  this  final  rule 
with  comment  period,  we  discuss  our 
measures  and  requirements  for  reporting 
of  quality  data  to  CMS  for  services 
furnished  in  hospital  outpatient  settings 
under  the  CY  2010  HOP  QDRP. 

We  have  no  previous  history  under 
the  HOP  QDRP  to  indicate  the 
percentage  of  hospitals  that  will  submit 
quality  data.  However,  for  the  initial 
data  submission,  in  CY  2008,  98  percent 
of  affected  hospitals  have  pledged  to 
participate.  In  addition,  results  from  the 
RHQDAPU  program  indicate  that  over 
98  percent  of  IPPS  hospitals  submitted 
quality  data  in  the  initial  year  of  the 
program.  We  expect  that  affected 
hospitals  will  participate  at 
approximately  the  same  rate  under  the 
HOP  QDRP.  We  have  continued  our 
efforts  to  ensure  that  our  CMS 
contractors  provide  assistance  to  all 
affected  hospitals  that  wish  to  submit 
data.  Therefore,  for  purposes  of  this  CY 

2009  impact  analysis,  we  have  assumed 
that  the  98  percent  of  affected  hospitals 
that  have  pledged  to  participate  will 
qualify  for  the  full  payment  update 
factor  for  CY  2009. 

2.  Hospital  Reporting  of  Inpatient 
Quality  Data  Under  the  RHQDAPU 
Program 

In  the  FY  2009  IPPS  proposed  rule  (73 
FR  23651),  we  noted  that,  to  the  extent 
that  the  proposed  quality  measures  for 
FY  2010  under  the  RHQDAPU  program 
had  not  already  been  endorsed  by  a 
consensus  building  entity  such  as  the  - 
NQF,  we  anticipated  that  they  would  be 
endorsed  prior  to  the  time  that  we 
issued  the  FY  2009  IPPS  final  rule.  We 
stated  that  we  intended  to  finalize  the 
FY  2010  RHQDAPU  program  measure 
set  for  the  FY  2010  payment 
determination  in  the  FY  2009  IPPS  final 
rule,  contingent  upon  the  endorsement 
status  of  the  proposed  measures. 
However,  we  stated  that,  if  a  measure 
had  not  received  NQF  endorsement  by 


the  time  we  issued  the  FY  2009  IPPS 
final  rule,  we  intended  to  finalize  that 
measure  for  the  RHQDAPU  program 
measure  set  in  this  CY  2009  OPPS/ ASC 
final  rule  with  comment  period  if  the 
measure  received  endorsement  prior  to 
the  time  we  issued  this  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  23651).  We  requested  public 
comment  on  these  measures. 

In  the  FY  2009  IPPS  final  rule  (73  FR 
48611),  we  set  but,  as  listed  below,  two 
measures  which  had  not  yet  received 
NQF  endorsement,  and  that  we 
intended  to  adopt  for  the  FY  2010 
RHQDAPU  program  measure  set  in  this 
CY  2009  OPPS/ ASC  final  rule  with 
comment  period  if  the  measures  receive 
endorsement  ft'om  a  national  consensus- 
based  entity  such  as  NQF: 

Readmission  Measures  (Medicare 
Patients) 


•  AMI  30-Day  Risk  Standardized  Readmis¬ 
sion  Measure  (Medicare  patients). 

•  Pneumonia  (PN)  30-Day  Risk  Standard¬ 
ized  Readmission  Measure  (Medicare  pa¬ 
tients). 


In  section  XVI.I.  of  this  final  rule  with 
comment  period,  we  finalized  these 
measures  because  we  expect  them  to 
receive  NQF  endorsement.  We  estimate 
that  the  two  new  RHQDAPU  program 
readmission  measures  for  Medicare 
patients  adopted  in  this  final  rule  with 
comment  period  will  have  no 
incremental  impact  on  the  percentage  of 
hospitals  that  will  qualify  for  the  full 
IPPS  payment  update  factor  for  FY 
2010.  These  two  measures  are 
calculated  using  Medicare  Part  A 
inpatient  claims  already  submitted  by 
hospitals.  Past  experience  from  adding 
other  RHQDAPU  program  claims-based 
measures  indicates  that  no  hospitals  are 
expected  to  be  impacted  in  their  FY 
2010  IPPS  Medicare  payment  update. 

E.  Effects  of  ASC  Conditions  for 
Coverage  Changes  in  This  Final  Rule 

1.  Effects  on  ASCs 

As  described  in  section  XV.B.  of  the 
preamble  of  this  document,  the  ASC 
CfCs  final  rule  presents  new  provisions, 
as  well  as  provisions  that  are  carried 
over  from  the  existing  ASC  CfC 
regulations.  For  purposes  of  this  section, 
we  have  assessed  only  the  impact  of  the 
new  provisions.  Other  provisions  have 
not  been  revised  and,  therefore,  do  not 
present  a  new  burden  to  ASCs. 

Table  56  contains  data  that  are 
frequently  used  in  this  impact 
statement.  The  salary-related  cost  data 
are  referenced  from  the 
Salarywizard.com  Web  site  at  http:// 
hrsalarycenter.salary.com.  Some  of  the 


requirements  contained  in  the  new  CfC 
provisions  are  already  standard  medical 
or  business  practices.  Therefore,  these 
requirements  do  not  present  an 
additional  burden  to  ASCs. 

We  recognize  that,  in  describing  what 
the  effect  of  this  rule  will  be  on  ASCs, 
burden  estimates  may  not  accurately 
reflect  the  experience  of  all  ASCs. 
Facilities  vary  in  the  complexity  of 
operations  and  processes,  and. 
therefore,  associated  costs  may  differ. 


Table  56 — Year  2008  Data  Used 
Through  This  Impact  Analysis 


Number  of  Medicare-certified 

ASCs  nationwide . 

5,100 

Average  number  of  patients  per 

ASC . 

1,240 

Hourly  rate  of  administrator*  . 

$49.00 

Hourly  rate  of  registered  nurse*  ... 

$39.00 

‘Hourly  salary  rates  include  base  salary, 
bonuses,  Social  Security,  401(k)/403(b),  dis¬ 
ability,  health  care,  pension,  and  time  off. 


We  are  revising  the  following  existing 
conditions:  Governing  body  and 
management;  Evaluation  of  quality;  and 
Laboratory  and  radiologic  services.  We 
are  finalizing  the  following  new 
conditions:  Patient  rights.  Infection 
control,  and  Patient  admission, 
assessment  and  discharge. 

a.  Effects  of  the  Governing  Body  and 
Management  Provision  (§  416.41) 

This  ASC  CfCs  final  rule  expands  the 
responsibility  of  the  governing  body  to 
include  the  (^API  program  and  the 
creation  and  maintenance  of  a  disaster 
preparedness  plan.  The  governing 
body’s  specific  responsibilities  for  QAPI 
are  detailed  in  tbe  new  QAPI  condition 
located  at  §  416.43(e).  The  assignment  of 
burden  for  this  requirement  can  be 
found  under  the  description  of  the  QAPI 
requirement. 

The  existing  regulations  require  that 
ASCs  meet  certain  safety  requirements 
under  §416.44,  “Condition  for 
coverage — Environment.”  In  an  effort  to 
ensure  ASCs  are  equipped  to  handle 
emergencies  and  disasters,  we  are 
requiring  that  ASCs  develop  a  plan 
specific  to  disaster  preparedness  that 
would  provide  for  the  emergency  care  of 
patients,  ASC  staff,  and  patient  family 
members  who  are  in  the  ASC  when/if 
unexpected  events  or  circumstances 
occur  at  the  ASC  or  in  the  immediate 
community  that  threaten  the  health  of 
these  individuals.  The  plan  requires  an 
ASC  to  coordinate  with  appropriate 
State  and  local  agencies  and,  as 
available,  to  seek  their  advice  on  plan 
development.  The  plan  also  requires  an 
annual  review  to  test  the  plan’s 
effectiveness. 
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In  addition  to  an  annual  review,  the 
rule  also  requires  that  the  ASC  staff  he 
able  to  demonstrate,  through' annual 
drills  and  written  evaluations,  the  ASCs 
ability  to  manage  emergencies  that  are 
likely  to  occur  within  their  geographic 
area. 

We  estimate  that  an  administrator, 
earning  $49.00  per  hour,  would  be 
largely  responsible  for  developing  the 
plan  and  for  managing  the  yearly  drills 
and  evaluations.  We  are  estimating  that 
the  yearly  cost  for  one  ASC  to  develop 
and  implement  a  disaster  preparedness 
plan  will  be  approximately  4  hours  at 
$49.00  per  hour,  with  a  net  cost  of 
$196.00  per  ASC.  The  total  cost  for  all 
ASCs  is  estimated  to  be  $99,600. 

b.  Effects  of  the  QAPI  Provision 
(§416.43) 

In  §416.43,  we  are  replacing  the 
existing  requirement,  “Evaluation  of 
quality,”  with  a  revised  requirement 
entitled,  “Quality  assessment  and 
performance  improvement”.  As  part  of 
our  efforts  to  establish  regulatory 
consistency  where  possible  among 
providers  and  suppliers,  we  are  adding 
a  QAPI  program  that  requires  ASCs  to 
continuously  monitor  quality 
improvement  through  focused  projects, 
identify  barriers  to  improvements,  take 
efforts  to  measure  improvements  in 
patient  health  outcomes,  and  work  to 
reduce  medical  errors.  ASCs  are  also 
expected  to  measure,  analyze  and  track 
quality  indicators,  including  adverse 
patient  events,  infection  control,  and 
other  aspects  of  performance,  including 
processes  of  care  and  services  furnished 
in  the  ASC. 


Once  an  area  of  concern  is  identified, 
the  ASC  will  develop  a  plan  for 
improvement.  The  ASC  determines  the 
specifics  of  the  plan,  assesses  its 
effectiveness,  and  monitors  the  results 
learned. 

This  condition  includes  five 
standards:  program  scope;  program  data; 
program  activities;  performance 
improvement  projects;  and  governing 
body  responsibilities*  Because  ASCs  are 
already  required  in  the  current  CfCs  to 
evaluate  the  quality  of  care  they  provide 
on  an  ongoing  basis,  many  providers  are 
already  using  some  version  of  a 
comprehensive  quality  assessment  and 
performance  improvement  program.  We 
estimate  that  it  would  take  12  hours  for 
each  ASC  to  develop  its  own  quality 
assessment  performance  improvement 
program.  We  also  estimate  that  each 
ASC  would  spend  18  hours  a  year 
collecting  and  analyzing  the  findings.  In 
addition,  we  estimate  that  each  ASC 
would  spend  4  hours  a  year  training  its 
staff  and  18  hours  a  year  implementing 
performahce  improvement  activities. 
Both  the  program  development  and 
implementation  functions  would  most 
likely  be  managed  by  the  ASC’s 
administrator.  Based  on  an  hourly  rate 
of  $49.00,  the  total  cost  of  the  quality 
assessment  and  performance 
improvement  condition  for  coverage  is 
estimated  to  be  $2,548  per  ASC. 

The  hourly  burden  is  based  on 
estimates  that  are  found  in  the  “Hospital 
Conditions  of  Participation:  Quality 
Assessment  and  Performance 
Improvement”  final  rule  (68  FR  3435, 
January  24,  2003).  We  estimated  that  a 
hospital  would  spend  80  hours 
collecting  and  analyzing  information  on 


12  identified  measures.  According  to 
our  2002  statistics,  5,985  hospitals 
discharged  11.8  million  patients  in 
2000.  This  means  that  the  statistically 
average  hospital  discharged 
approximately  2,000  patients  that  year. 
Collecting  and  analyzing  data  for  2,000 
patients,  we  estimate  that  the 
implementation  burden  would  take  80 
hours.  Based  on  the  estimate  that  the 
average  ASC  treats  and  discharges  1,240 
patients  per  year,  we  reduced  the 
burden  for  ASCs  to  52  hours  each.  A 
new  standard.  Program  scope,  requires 
that  the  existing  evaluation  activities 
demonstrate  measurable  improvement . 
in  patient  health  outcomes.  This  rule 
also  requires  the  use  of  quality  indicator 
data  in  the  QAPI  program,  but  does  not 
require  any  specific  data  collection  or 
utilization,  nor  would  it  require  ASCs  to 
report  the  collected  data.  This  would 
give  the  ASCs  flexibility  and  minimize 
burden. 

A  new  standard.  Program  activities, 
identifies  priority  areas  that  an  ASC 
must  consider  in  its  program.  ASCs 
would  be  expected  to  carry  out 
assessment  activities  according  to  the 
scope  and  complexity  of  their  programs. 

This  rule  requires  the  governing  body 
to  become  involved  in  all  aspects  of  the 
QAPI  program.  We  have  estimated  the 
burden  based  on  management  by  an  • 
administrator.  There  should  be  direct 
and  open  communication  between  the 
program  manager  and  the  governing 
body.  The  analysis  of  a  variety  of 
reports,  program  prioritization,  and 
allocation  of  resources  are  all  standard 
business  practices  and,  therefore,  we 
have  not  assigned  additional  burden  to 
these  functions. 


Table  57— Summary  of  Quality  Assessment  and  Performance  Improvement  Burden 


Standard 

Time  per  ASC 
(hours) 

Total  time 
(hours) 

Cost  per  ASC 

Total  cost 

Developing  QAPI  . 

12 

61,200 

$588 

$2,998,800 

Collecting/analyzing  findings  . 

18 

91,800 

882 

4,498,200 

Training  staff  . 

4 

20,400 

196 

99,600 

Implementing  improvement  activities . 

18 

91,800 

882 

4,498,200 

Annual  total . 

52 

265,200 

2,548 

_ _ 

12,994,800 

The  various  ASC  accreditation  and 
professional  health  organizations  (that 
is.  The  Joint  Commission,  the  AAAASF, 
the  AAAHC,  and  the  AOA)  support 
advances  in  patient  care  in  a  number  of 
ways  and  actively  encourage  health  care 
entities  to  expand  and  improve  their 
existing  programs.  These  organizations 
are  familiar  with  quality  improvement 
programs  and  are  likely  to  have  actual 
or  referral  information  available  to  assist 
ASCs  in  setting  up  their  QAPI  programs. 


In  developing  a  QAPI  program,  ASCs 
are  urged  to  take  advantage  of  the 
variety  of  information  that  exists  from 
the  industry.  ASCs  may  also  find  that 
QAPI  programs  for  other  entities,  such 
as  hospitals,  can  be  adapted  to  fit 
certain  needs. 

Comment:  One  commenter  disagreed 
with  our  estimated  costs  in  the 
proposed  rule  of  developing  and 
implementing  a  QAPI  program. 


Response:  In  this  final  rule,  we  have 
not  increased  the  burden  estimate  from 
the  proposed  rule  because  the 
commenter  did  not  establish  cause  for  a 
modification. 

c.  Effects  of  the  Laboratory  and 
Radiologic  Services  Provision  (§416.49) 

Final  changes  to  this  CfC  are  editorial. 
There  is  no  additional  burden  assigned 
to  this  CfC. 
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d.  Effects  of  the  Patient  Rights  Provision 
(§416.50) 

The  existing  regulations  do  not 
contain  a  condition-level  patient  rights 
requirement.  The  final  rule  recognizes 
that  ASC  patients  are  entitled  to  certain 
rights  that  must  be  protected  and 
preserved,  and  that  all  patients  must  be 
free  to  exercise  these  rights.  The  final 
rule  details  basic  information  that  ASCs 
are  required  to  provide  to  patients: 
Notice  of  rights:  exercise  of  patient 
rights  and  respect  for  property  and 
person;  privacy  and  safety;  and 
confidentiality  of  clinical  records.  This 
condition  also  includes  a  requirement 
for  advance  directives,  as  specified  at  42 
CFR  Part  489,  Subpart  I,  and  a 
requirement  for  the  submission  and 
investigation  of  grievances. 

We  have  identified  potential  burden 
in  the  following  areas. 

(1)  Effects  of  the  Notice  of  Rights — 
Verbal  and  Written  Notice  Provision 

An  ASC  is  required  to  provide 
patients  or,  as  appropriate,  their 
representatives  with  verbal  or  written 
notice  of  the  rights  and  responsibilities 
of  the  patient  in  advance  of  the  patient 
coming  under  the  care  of  the  ASC. 
Because  ASCs  must  notify  patients 
either  verbally  or  in  writing  in  advance 
of  the  patient  coming  under  the  ASC’s 
care,  ASCs  may  choose  to  mail  the 
patient  rights  notification  to  the  patient 
along  with  the  pre-surgical  information, 
the  physician’s  financial  interests  or 
ownership,  and  the  advance  directives. 
Generally,  the  most  effective  and 
efficient  manner  to  furnish  a  notice  of 
rights  is  to  initially  develop  a  general 
notice  which  can  be  subsequently 
discussed  and/or  distributed  as  needed. 
We  expect  that  an  ASC  will  use  this 
simple  and  inexpensive  approach  in 
order  to  meet  this  requirement.  In 
response  to  the  needs  of  their  specific 
patient  populations,  some  ASCs  might 
choose  to  have  their  patient  rights 
notification  written  in  the  predominant 
language(s)  of  their  patients.  More  than 
likely,  this  message  would  be  written  by 
a  registered  nurse  or  similar 
professional.  A  typical  message  might 
be  in  three  parts:  An  introduction;  the 
information  section;  and  a  section  for 
followup  questions  and  issues.  We 
expect  the  effort  to  develop  this  one¬ 
time  message  would  not  exceed  1  hour 
at  a  cost  of  $39.00  for  each  ASC.  We 
believe  that  this  would  be  a  one-time 
cost  for  ASCs  and  estimate  that  the  total 
costs  would  be  $198,900  for  all  ASCs.  If 
an  ASC  chooses  to  mail  the  patient 
rights  to  the  ASC  patient,  this  form 
would  accompany  the  other  pre-surgical 
treatment  forms  that  an  ASC  typically 


mails  to  the  patient.  It  is  likely  that  the 
patient’s  rights  form  would  consist  of  a 
one  page,  brochure-type  informational. 
We  believe  the  cost  associated  with 
adding  this  informational  brochure  to 
the  pre-surgical  treatment  package 
would  be  nominal.  Therefore,  we  have 
not  calculated  a  cost  for  this  mailing. 

In  many  cases,  notifying  patients 
verbally  of  their  rights  is  already  being 
done  and  some  ASCs  may  already  be 
employing  interpreters  to  make  certain 
that  patients  who  do  not  understand 
English  fully  understand  their  rights 
and  responsibilities.  However,  for 
purposes  of  this  analysis,  we  will 
assume  that  all  ASCs  need  to  budget  for 
this  activity.  The  cost  for  language 
services  can  range  ft-om  moderate  hourly 
amounts  to  daily,  full-time  interpreters 
at  $800  per  day.  Telephonic  services  are 
more  reasonable  and  more  accessible 
and  can  be  purchased  for  $2.00  per 
minute.  We  are  not  able  to  determine 
the  percentage  of  non-English  speaking 
patients  an  ASC  would  care  for  in  a  year 
as  that  depends  on  a  number  of 
variables,  including  the  ASC’s 
geographic  location.  In  addition,  the 
availability  of  in-person  language 
services  would  also  vary  from  location 
to  location  and,  while  it  may  not  be 
preferred,  in  some  cases  the  use  of 
family  members  may  be  necessary. 

Given  this  discussion,  we  estimate 
that  3  percent  of  an  average  annual  ASC 
caseload  of  1,240  cases  might  require 
interpreter  services  and  15  minutes  of 
time  would  be  needed  for  an  interpreter 
to  provide  a  general  description  of  the 
rights  to  which  the  patient  is  entitled. 
Because  a  percentage  of  an  ASC’s 
patients  will  speak  Spanish  or  French, 
as  these  languages  are  commonly 
spoken  in  some  parts  of  the  country,  we 
expect  that  friends  and  relatives  of 
patients  speaking  these  languages  would 
be  available  to  assist  in  understanding 
issues  related  to  the  patient’s  scheduled 
procedure.  Therefore,  the  need  for  an 
ASC  to  hire  an  interpreter  in  these  cases 
would  be  infirequent.  (Other  than 
English,  Spanish  is  the  language  most 
commonly  spoken  in  42  States.)  The 
ASC  may  have  to  take  steps  to  arrange 
for  an  interpreter  for  some  patients 
when  other  options  are  not  available. 

•  Telephone  interpretive  services  at 
$2. 00/minute  x  15  minutes  =  $30.00  per 
patient.  The  cost  for  telephone 
interpreter  services  is,  for  example, 
dependent  upon  the  language,  the 
consumed  time,  or  frequency.  Costs 
range  from  $75.00  an  hour  to  $160.00  or 
more  an  hour.  The  figure  of  $2.00  per 
minute  is  an  estimated  average  cost. 

•  3  percent  X  1,240  patient  caseload  - 
=  37  patients  per  year  per  ASC  requiring 
the  services  of  an  interpreter. 


•  $30.00  X  37  =  $1,110.00  per  ASC. 

•  $1,110x5,100  ASCs  =  $5,661,000 
estimated  cost  total  for  all  ASCs. 

(2)  Effects  of  the  Advance  Directives 
Provision 

Each  ASC  is  required  to  establish  an 
advance  directive  policy,  and  provide 
the  patient  or  representative  with 
information  concerning  its  policies  on 
advance  directives,  including  a 
description  of  applicable  State  laws  and, 
if  requested,  official  State  advance 
directive  forms.  Each  ASC  is  also 
required  to  explain  these  policies  to 
their  patients.  This  includes  providing 
information  on  any  conscience 
objections  the  physician(s)  and/or  the 
ASC  might  have  to  advance  directives; 
documenting  whether  an  individual  has 
executed  an  advance  directive;  and 
educating  staff  on  the  importance  of 
advance  directives.  We  expect  that 
many  ASCs  already  communicate 
information  about  advance  directives  to 
their  patients  because  advance 
directives  are  common  in  hospitals  and 
a  significant  portion  of  Medicare 
patients  have  had  some  experience  with 
hospitals.  Many  ASCs  have  already 
formulated  some  type  of  advance 
directives  policy. 

We  estimate  that  the  development  of 
an  advance  directives  document 
utilizing  generic  advance  directives 
forms  obtained  from  existing  Web  sites 
or  from  State  agency  Web  sites,  by  a 
registered  nurse  or  equivalent  will  take 
1  hour  at  $39.00  per  ASC.  The  estimated 
cost  for  all  ASCs  is  $198,900.  We 
randomly  queried  a  small  sample  of 
State  Web  sites  and  found  generic 
advance  directives  forms  in  English  and 
Spanish  that  were  posted  and  available 
for  downloading. 

We  believe  that  these  functions  reflect 
standard  industry  practice  and, 
therefore,  would  add  no  burden.  While 
this  requirement  is  subject  to  the  PRA, 
we  believe  the  burden  associated  with 
this  requirement  would  constitute  a 
usual  and  customary  business  practice. 
Pursuant  to  5  CFR  1320.3(b)(2),  we  will 
not  include  the  cost  of  this  activity  in 
the  economic  impact  analysis. 

Some  ASCs  will  choose  to  mail 
advance  directives  to  their  patients 
along  with  the  other  pre-surgical 
treatment  information.  In  instances 
when  ASCs  mail  the  advance  directives, 
it  would  also  be  appropriate  to  mail  the 
ASC’s  disclosures  concerning  any 
policies  the  ASC  or  the  ASC’s 
physicians  might  have  regarding 
specific  patient  rights,  for  example,  do 
not  resuscitate  orders,  etc.  We  believe 
such  information  should  be  mailed  with 
the  package  of  information  in  an  effort 
to  afford  patient  the  opportunity  to  seek 
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out  another  ASC  in  the  event  they  are 
uncomfortable  or  in  disagreement  with 
the  ASC’s  policies  on  advance 
directives. 

Most  advance  dire'ctives  consist  of  a 
one-page  brochure.  Because  ASCs 
already  mail  a  package  of  information  to 
the  patient,  we  again  believe  the  cost  of 
including  a  second  additional  page 
would  be  nominal  and,  therefore,  assign 
no  burden  to  this  activity. 

(3)  Effects  of  the  Submission  and 
Investigation  of  Patient  Complaints 
Provision 

We  estimate  that  an  ASC  may  have  to 
investigate  complaints  from 
approximately  1  percent  (12  patients)  of 
its  caseload  due  to  allegations  of 
mistreatment,  and  neglect,  for  example. 
We  are  not  aware  of  an  existing 
repository  of  records  that  accurately 
identifies  the  number  and  exact  nature 
of  ASC  complaints.  Therefore,  1  percent 
is  an  estimate. 

An  investigation  could  average  1  hour 
and  would  be  managed  by  an 
administrator.  Twelve  hours  could  be 
spent  by  each  ASC  in  this  activity. 

•  12  hours  X  $49.00  (administrator’s 
hourly  salary)  =  $588  estimated  cost  for 
each  ASC. 

•  $588  X  5,100  ASCs  =  $2,998,800 
estimated  cost  for  all  ASCs. 

In  its  resolution  of  the  grievance,  an 
ASC  must  investigate  all  allegations, 
document  how  the  violation  or 
grievance  was  addressed,  and  provide 
the  patient  with  written  notice  of  its 
decision  containing  the  name  of  an  ASC  i 
contact  person,  the  steps  taken  to 
investigate  the  grievance,  the  results  of 
the  grievance  process,  and  the  date  the 
grievance  process  was  completed. 

The  burden  associated  with  this 
requirement  is  the  time  and  effort 
necessary  to  fully  document  the  alleged 
violation  or  complaint  and  to  disclose 
the  written  notice  to  each  patient  who 
filed  a  grievance.  We  estimate  that,  on 
average,  it  will  take  each  ASC  15 
minutes  at  a  cost  of  $39.00  an  hour  to 
develop  and  disseminate  12  notices  on 
an  annual  basis  (3  hours  per  ASC),  for 
a  total  ASC  burden  of  15,300  hours  at 
a  cost  $596,700. 

While  this  requirement  is  subject  to 
the  PRA,  we  believe  it  would  constitute 
a  usual  and  customary  business 
practice.  Pursuant  to  5  CFR  1320.3(b)(2), 
we  will  not  include  this  activity  in  the 
■economic  impact  analysis. 

(4)  Effects  of  the  Exercise  of  Rights  and 
Respect  for  Property  and  Person 
Provision 

Since  ASCs  began  operating  under 
Medicare  in  1982,  they  have  been 
required  to  provide  information  to 


patients  about  the  procedures  to  be 
performed.  This  information  is  provided 
to  patients  by  way  of  the  informed 
patient  consent  in  the  current 
regulation.  ASCs  are  also  responsible  for 
providing  patients  with  information 
concerning  expected  outcomes.  The 
final  rule  requires  that  ASCs  continue 
this  practice.  Therefore,  we  do  not 
anticipate  that  ASCs  will  incur 
significant  costs’ associated  with  this 
requirement. 

(5)  Effects  of  the  Privacy  and  Safety 
Provision 

The  current  regulatory  language 
requires  that  an  ASC  provide  a  safe  and 
sanitary  environment  to  protect  the 
health  and  safety  of  patients.  The  final 
rule  adds  the  requirement  that  the 
patient  has  the  right  to  personal  privacy. 
We  are  defining  personal  privacy  in  this 
case  as  providing  the  patient  access  to 
an  area  of  the  ASC  which  is  shielded 
from  view  from  others  to  prepare  for  the 
procedure  to  be  performed.  This  would 
mean  a  place  to  disrobe,  speak  with 
ASC  personnel  about  issues  and 
concerns,  and  then  get  dressed 
following  the  procedure.  While  this 
requirement  is  subject  to  the  PRA,  we 
believe  that  it  would  constitute  a  usual 
and  customary  business  practice. 
Pursuant  to  5  CFR  1320.3(b)(2),  we  will 
not  include  this  activity  in  the  economic 
impact  analysis. 

(6)  Effects  of  the  Confidentiality  of 
Clinical  Records  Provision 

The  existing  regulation  at  §  416.47(a) 
requires  that  an  ASC  develop  a  system 
for  the  proper  collection,  storage,  and 
use  of  patient  records.  This  use  includes 
such  purposes  as  to  provide  appropriate 
health  care,  for  payment  information, 
for  disease  management,  and  for  quality 
assessment.  The  changes  in  the  final 
rule  merely  provide  a  formal 
clarification  of  the  current  requirement’s 
approach  the  proper  use  of  records. 
ASCs  recognize  the  need  for  privacy 
regarding  patient  medical  records  and 
have  already  instituted  policies  based 
on  the  Federal  HIP  A  A  Privacy  Rule, 
which  requires  appropriate  safeguards 
to  protect  the  privacy  of  individually 
identifiable  health  information  and 
regulates  the  use  and  disclosure  of  such 
information.  In  addition,  48  States  have 
medical  privacy  laws  that  are  applicable 
to  patients’  health  information.  Some 
State  laws  are  specific  in  prohibiting 
unlawful  disclosure  of  patient 
information  while,  in  other  States, 
prohibitions  are  linked  to  laws 
governing  specific  medical  entities. 

Most  health  care  facilities  have  already 
instituted  procedures  to  address  this 
issue  to  conform  to  State  laws. 


rule  will  impose  any  signific 


in  ASC 


The  ASC  is  required  to  ensure  that  the 
infection  control  program  minimizes 
infections  and  communicable  diseases 
that  could  affect  both  patients  and  ASC 
staff.  We  are  also  requiring  that  a 
designated  professional  in  the  ASC  be 
responsible  for  the  program.  We 
estimate  the  burden  increase  to  be 
minimal,  except  for  the  ongoing  training 
expense  to  make  certain  that  the 
designated  professional  continues  to  be 
familiar  with  current  infection  control 
information. 

ASCs  are  currently  required  to  have  a 
program  that  identifies  and  prevents 
infections,  maintains  a  sanitary 
environment,  and  reports  results  to  the 
appropriate  authorities.  The  new 
condition  requires  the  ASC  to  designate 
an  individual  (in  most  cases  this  would 
be  a  nurse  or  an  environmental 
engineer)  to  be  responsible  for  the  ASC 
infection  control  program.  The  ASC  can 
continue  to  designate  the  individual 
that  currently  oversees  the  infection 
control  program.  However,  the  ASC 
must  also  assure  that  the  person  who  is 
designated  is,  through  a  combination  of 
training,  knowledge  and  experience, 
capable  of  performing  this  task.  To 
ensure  the  individual  continues  his/her 
current  knowledge  of  infection  control 
methodologies  and  techniques,  he/she 
would  need  to  engage  in  continuing 
education  in  infection  control  on  a 
frequent  or  at  least  an  annual  basis. 

We  estimate  that  an  ASC  would  spend 
approximately  $500  per  calendar  year 
on  infection  control  training  for  the 
designated  individual.  This  cost  was 
based  on  the  quantity  of  technical 
information  that  we  believe  is 
appropriate  to  be  included  in  an 
infection  control  program.  The  cost  also 
includes  the  time  spent  by  the  ASC 
infection  control  officer  (the  trainee), 
the  cost  for  a  qualified  trainer  and  the 
training  materials.  We  estimate  that  the 
comse  would  run  4  hours.  The  total 
estimated  cost  for  all  ASCs  would  be 
$2,550,000.  We  do  not  expect  that 
individuals  would  have  to  travel  any 
significant  distance  to  meet  this  training 
requirement. 

Comment:  One  commenter  suggested 
that  CMS  underestimated  the  burden  of 
costs  in  the  proposed  rule  with  respect 
to  the  infection  control  program.  The 
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commenter  suggested  that  the  cost 
estimate  for  training  did  not  consider 
the  cost  associated  with  initial  training. 

Response:  The  existing  ASC 
regulations  at  §416.44{aK3)  already 
requires  an  ASC  to  have  an  infection 
control  program  that  is  capable  of 
identifying  and  preventing  infections. 
ASC  clinicians  such  as  nurses  and 
pharmacists,  in  addition  to  physicians, 
are  already  involved  in  implementing 
infection  control  practices  as  part  of  the 
current  requirement.  These 
professionals  already  have  a 
fundamental  knowledge  base  from 
which  to  draw,  and,  therefore,  we  do 
not  believe  initial  training  cost  is  an 
issue  here.  Therefore,  we  are  retaining 
the  burden  estimate  as  proposed. 

The  infection  control  condition  also 
includes  the  requirement  that  the 
infection  control  program  be  part  of  the 
ASC’s  QAPI  program.  We  have  not 
prescribed  specific  areas  to  be 
monitored  or  a  process  that  must  be 
followed  to  meet  the  requirement.  We 
have  not  assigned  any  burden  to  this 
requirement  because,  under  the  current 
rules,  the  ASC  should  already  be 
evaluating  quality  activities  and 
executing  an  infection  control  program. 
This  requirement  has  been  included  a^ 
a  formal  way  of  ensuring  it  is  an  integral 
part  of  the  ASC’s  QAPI  process. 

This  CfC  requires  an  ASC  to  continue 
to  take  specific  and  appropriate  actions 
to  address  the  prevention  and  control  of 
infections.  We  do  not  believe  this  will 
add  any  regulatory  burden  because  this 
condition  reflects  contemporary 
standard  practice  in  ASC  facilities  and. 


again,  should  be  part  of  the  ASC 
obligation  under  the  current  rules. 

f.  Effects  of  the  Patient  Admission, 
Assessment,  and  Discharge  Provision 
(§416.52) 

The  condition  reflects  a  more  patient- 
centered  approach  that  we  believe  will 
result  in  an  improved  quality  of  care, 
and  more  emphasis  on  patient 
outcomes.  Specifically,  we  are  finalizing 
this  new  condition  because  it  represents 
the  current  standard  of  practice  and 
does  not  pose  additional  burden. 

(1)  Effects  of  the  Admission  and  Pre- 
Surgical  Assessment  Provision 

We  are  requiring  the  completion  of  a 
comprehensive  medical  history  and 
physical  assessment  no  more  than  30 
days  before  the  day  of  the  scheduled 
surgery.'  It  is  very  unlikely  that  the 
comprehensive  medical  history  will  be 
completed  at  the  ASC.  Therefore,  there 
is  unlikely  to  be  any  ASC  burden 
associated  with  this  requirement. 

We  are  requiring  that  a  pre-surgical 
assessment  be  completed  upon 
admission  to  the  ASC.  Existing 
regulations  at  §  416.42(a)  require  a 
physician  to  examine  the  patient 
immediately  before  surgery  to  evaluate 
the  risks  involved  in  administering 
anesthesia  and  performing  the 
procedure.  Physicians  must  determine 
that  patients,  including  those  at  high 
risk,  are  able  to  undergo  the  surgery 
itself  and  be  able  to  manage  recovery. 
Pre-surgical  assessments  represent  a 
current  standard  of  community  practice, 
are  currently  required  under  a  different 
description,  and,  therefore,  do  not  pose 
additional  burden. 


To  ensure  the  ASC  health  care  team 
has  all  patient  information  available 
when  needed,  the  medical  history  and 
physical  assessment  must  be  placed  in 
the  patient’s  medical  record  before  the 
surgical  procedure  is  started.  There  is 
no  burden  associated  with  this 
requirement. 

(2)  Effects  of  the  Post-Surgical 
Assessment  Provision 

The  post-surgical  assessment  requires 
the  ASC  to  ensure  the  patient’s  post- 
surgical  condition  is  documented  in  the 
medical  record  by  a  physician  or  other 
qualified  practitioner  in  accordance 
with  State  law  and  ASC  policy,  and  the 
patient’s  post-surgical  needs  addressed 
and  included  in  the  discharge  notes. 
Post-surgical  assessments,  located  in  the 
current  regulation  under  surgical 
services,  reflect  ASC  standard  of 
practice,  and  therefore,  do  not  pose 
additional  burden. 

(3)  Effects  of  the  Discharge  Provision 

The  ASC  is  required  to  provide  each 
patient  with  discharge  instructions  and 
ensure  each  patient  has  a  signed 
discharge  order,  any  needed  overnight 
supplies  and  physician  contact 
information  for  followup  care  or  an 
appointment.  Requiring  the  patient  to 
have  a  signed  discharge  order,  discharge 
instructions,  any  immediate  overnight 
supplies  that  may  be  needed,  and 
physician  contact  information  when  the 
patient  leaves  the  ASC  is  standard 
practice.  Therefore,  we  do  not  believe 
this  is  a  new  burden  for  ASCs. 

The  total  compliance  cost  for  ASCs  is 
listed  below  by  condition. 


Total  Cost  to  ASCs  To  Implement  Regulation 


Condition 

_  -j 

Activity 

1 - 

Cost  for  all  ASCs 

§416.41  . 

Governing  Body  (Disaster  Preparedness) . . . 

$999,600 

§416.43 . 

QAPI . 

.  12,994,800 

1 

Develop  Program . 

($2,998,800) 

Collecting  &  Analyzing  Findings . 

($4,498,200) 

Training  Staff  . 

($  999,600) 

Implementing  Improvement  Activities . 

($4,498,200) 

§416.50 . 

Patient  Rights . 

9,654,400 

i 

Develop  Patient  Notice  of  Rights  . ." . 

($198,900) 

Telephone  Interpreter  . 

($5,661,000) 

Develop  Advance  Directive  . 

($198,900) 

Investigating  Patients’  Complaints . 

($2,998,800) 

Develop/Disseminate  Complaint  Investigation  Notice . 

($  596,700) 

§416.51  . 

Annual  Infection  Control  Training  . 

2,550,000 

Total  Implementation  Cost  for  All  ASCs  . 

26,198,800 

2.  Alternatives  Considered 

One  alternative  was  to  maintain  the 
existing  CfCs  without  revisions. 
However,  we  concluded  this  was  not  a 
reasonable  option  because  our  existing 


CfCs,  in  some  cases,  are  not  compatible 
with  the  current  standards  of  practice. 
Revising  the  existing  CfCs  takes 
advantage  of  continuing  advances  in  the 


health  care  delivery  field.  In  addition, 
listed  below  are  other  alternatives. 
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a.  Alternatives  to  the  Governing  Body 
and  Management  Provision  (§416.41) 

We  considered  not  including  the 
requirement  for  the  disaster 
preparedness  plan.  However,  as 
witnessed  by  the  problems  affecting 
health  care  facilities  across  the  Gulf 
region  in  September  2005  as  a  result  of 
Hurricane  Katrina,  we  have  finalized 
this  requirement  to  ensure  the  safety  of 
patients  and  staff  members  alike. 

b.  Alternatives  to  the  QAPI  Provision 
(§416.43) 

We  discussed  eliminating  any 
reference  to  the  use  of  quality  indicator 
data,  including  patient  care  data. 
However,  in  light  of  the  existing  and 
proposed  hospital,  home  health  and 
rural  health  clinic  quality  assessment 
and  performance  improvement 
requirements,  we  believe  ASCs  also 
must  continue  current  efforts  in  quality 
improvement  by  building  a  foundation 
where  quality  indicator  data  can  be  used 
to  identify  activities  that  lead  to  poor 
patient  outcomes. 

c.  Alternatives  to  the  Patient  Rights 
Provision  (§416.50) 

We  considered  not  requiring  a  patient 
rights  standard  in  ASCs  because  we  are 
aware  that  ASCs  currently  participate  in 
some  patient  rights’  activities,  for 
example,  documenting  patient’s 
executed  informed  consent; 
safeguarding  patient’s  privacy;  and 
encouraging  patients  to  participate  in 
treatment  decisions  by  discussing 
treatment  options  with  them.  However, 
to  facilitate  greater  communication 
between  patients  and  health  care 
facilities  and  to  ensure  that  patients 
receive  considerate,  respectful  care  in 
all  health  care  settings,  we  have 
determined  that  ASC  facilities  should  be 
required  to  provide  patients  or  their 
representatives  with  a  notice  of  the 
patient’s  rights  in  a  language  that  the 
patient  understands.  We  believe  this 
requirement  will  protect  and  promote 
considerate  and  respectful  treatment  of 
ASC  patients. 

d.  Alternatives  to  the  Discharge 
Provision  (§416.52) 

We  considered  requiring  that  the  ASC 
have  a  physician  on  its  premises 
whenever  a  patient  is  in  the  facility. 
However,  we  determined  this  might  be 
impractical  considering  there  are 
circumstances  when  patients  are  present 
in  the  ASC  facility  before  and  after 
procedures  that  do  not  warrant  the  need 
for  physician  coverage.  Therefore,  we 
believe  the  requirement  of  a  signed 
discharge  order  will  provide  more 
flexibility  and  continue  to  ensure  proper 
physician  or  qualified  provider  coverage 


until  the  patient  has  completely 
recovered  and  physically  leaves  the 
ASC  facility. 

3.  Conclusion 

This  is  not  a  major  rule,  because  the 
overall  impact  for  all  new  conditions  is 
estimated  to  be  $26.2  million  annually. 
Moreover,  a  detailed  assessment  of  the 
associated  costs  and  benefits,  as 
outlined  by  section  202  of  the  Unfunded 
Mandates  Reform  Act,  will  not  be 
performed  because  the  impact  of  this 
regulation  does  not  reach  the  $130 
million  threshold. 

F.  Executive  Order  12866 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  this  OPPS/ASC 
final  rule  with  comment  period,  the 
ASC  CfCs  final  rule,  and  the  final  rule 
that  clarifies  Medicare  policy  regarding 
terminations  of  providers  and  suppliers 
were  reviewed  by  the  OMB. 

List  of  Subjects 
42  CFR  Part  410 

Health  facilities.  Health  professions. 
Laboratories,  Medicare,  Rural  areas. 
X-rays. 

42  CFR  Part  416 

Health  facilities.  Health  professions. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  419 

Hospitals,  Medicare,  Reporting  and 
recordkeeping  requirements. 

■  For  reasons  stated  in  the  preamble  of 
this  document,  the  Centers  for  Medicare 
&  Medicaid  Services  is  amending  42 
CFR  Chapter  IV  as  set  forth  below: 

PART  410— SUPPLEMENTARY 
MEDICAL  INSURANCE  (SMI) 

BENEFITS 

■  1.  The  authority  citation  for  Part  410 
continues  to  tead  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

■  2.  Section  410.43  is  amended  by — 

■  a.  Removing  the  word  “and”  at  the 
end  of  paragraph  (a)(2). 

■  b.  Redesignating  paragraph  (a)(3)  as 
paragraph  (a)(4). 

■  c.  Adding  a  new  paragraph  (a)(3). 

■  d.  Adding  a  new  paragraph  (c). 

The  additions  read  as  follows; 

§410.43  Partial  hospitalization  services: 
Conditions  and  exclusions. 

(a)  *  *  * 

(3)  Are  furnished  in  accordance  with 
a  physician  certification  and  plan  of 


care  as  specified  under  §  424.24(e)  of 
this  chapter;  and 

■k  ft  It  -k  It 

(c)  Partial  hospitalization  programs 
are  intended  for  patients  who — 

(1)  Require  a  minimum  of  20  hours 
per  week  of  therapeutic  services  as 
evidenced  in  their  plan  of  care; 

(2)  Are  likely  to  benefit  from  a 
coordinated  program  of  services  and 
require  more  than  isolated  sessions  of 
outpatient  treatment; 

(3)  Do  not  require  24-hour  care; 

(4)  Have  an  adequate  support  system 
while  not  actively  engaged  in  the 
program: 

(5)  Have  a  mental  health  diagnosis; 

(6)  Are  not  judged  to  be  dangerous  to 
self  or  others;  and 

(7)  Have  the  cognitive  and  emotional 
ability  to  participate  in  the  active 
treatment  process  and  can  tolerate  the 
intensity  of  the  partial  hospitalization 
program. 

PART  416— AMBULATORY  SURGICAL 
SERVICES 

■  3.  The  authority  citation  for  Part  416 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

■  4.  Section  416.2  is  amended  by 
revising  the  definition  of  “Ambulatory 
surgical  center  or  ASC”  to  read  as 
follows: 

§416.2  Definitions. 
***** 

Ambulatory  surgical  center  or  ASC 
means  any  distinct  entity  that  operates 
exclusively  for  the  purpose  of  providing 
surgical  services  to  patients  not 
requiring  hospitalization  and  in  which 
the  expected  duration  of  services  would 
not  exceed  24  hours  following  an 
admission.  The  entity  must  have  an 
agreement  with  CMS  to  participate  in 
Medicare  as  an  ASC,  and  must  meet  the 
conditions  set  forth  in  subparts  B  and  C 
of  this  part. 

***** 

■  5.  Section  416.41  is  revised  to  read  as 
follows: 

§  41 6.41  Condition  for  coverage — 
Governing  body  and  management. 

The  ASC  must  have  a  governing  body 
that  assumes  full  legal  responsibility  for 
determining,  implementing,  and 
monitoring  policies  governing  the  ASC’s 
total  operation.  The  governing  body  has 
oversight  and  accountability  for  the 
quality  assessment  and  performance 
improvement  program,  ensures  that 
facility  policies  and  programs  are 
administered  so  as  to  provide  quality 
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health  care  in  a  safe  environment,  and 
develops  and  maintains  a  disaster 
preparedness  plan. 

(a)  Standard:  Contract  services.  When 
services  are  provided  through  a  contract 
with  an  outside  resource,  the  ASC  must 
assure  that  these  services  are  provided 
in  a  safe  and  effective  manner. 

(h)  Standard:  Hospitalization.  (1)  The 
ASC  must  have  an  effective  procedure 
for  the  immediate  transfer,  to  a  hospital, 
of  patients  requiring  emergency  medical 
care  heyond  the  capabilities  of  the  ASC. 

(2)  This  hospital  must  be  a  local, 
Medicare-participating  hospital  or  a 
local,  nonparticipating  hospital  that 
meets  the  requirements  for  payment  for 
emergency  services  under  §  482.2  of  this 
chapter. 

(3)  The  ASC  must —  - 

(i)  Have  a  written  transfer  agreement 
with  a  hospital  that  meets  the 
requirements  of  paragraph  {b)(2)  of  this 
section;  or 

(ii)  Ensure  that  all  physicians 
performing  surgery  in  the  ASC  have 
admitting  privileges  at  a  hospital  that 
meets  the  requirements  of  paragraph 
(h)(2)  of  this  section. 

(c)  Standard:  Disaster  preparedness 
plan.  (1)  The  ASC  must  maintain  a 
written  disaster  preparedness  plan  that 
provides  for  the  emergency  care  of 
patients,  staff  and  others  in  the  facility 
in  the  event  of  fire,  natural  disaster, 
functional  failure  of  equipment,  or  other 
unexpected  events  or  circumstances  that 
are  likely  to  threaten  the  health  and 
safety  of  those  in  the  ASC. 

(2)  The  ASC  coordinates  the  plan  with 
State  and  local  authorities,  as 
appropriate. 

(3)  The  ASC  conducts  drills,  at  least 
annually,  to  test  the  plan’s  effectiveness. 
The  ASC  must  complete  a  written 
evaluation  of  each  drill  and  promptly 
implement  any  corrections  to  the  plan. 

■  6.  Section  416.42  is  amended  by — 

■  a.  Revising  paragraph  (a). 

■  b.  Removing  paragraph  (c). 

■  c.  Redesignating  peiragraph  (d)  as 
paragraph  (c). 

Revised  paragraph  (a)  reads  as 
follows: 

§  41 6.42  Condition  for  coverage — Surgical 
services. 

(a)  Standard:  Anesthetic  risk  and 
evaluation.  (1)  A  physician  must 
examine  the  patient  immediately  before 
surgery  to  evaluate  the  risk  of  anesthesia 
and  of  the  procedure  to  be  performed. 

(2)  Before  discharge  from  the  ASC, 
each  patient  must  be  evaluated  by  a 
physician  or  by  an  anesthetist  as 
defined  at  §  410.69(b)  of  this  chapter,  in 
accordance  with  applicable  State  health 
and  safety  laws,  standards  of  practice. 


and  ASC  policy,  for  proper  anesthesia 
recovery. 

*  *  *  ★  ★ 

■  7.  Section  416.43  is  revised  to  read  as 
follows: 

§  416.43  Conditions  for  coverage — Quality 
assessment  and  performance  improvement. 

The  ASC  must  develop,  implement 
and  maintain  an  ongoing,  data-driven 
quality  assessment  and  performance 
improvement  (QAPI)  program. 

(a)  Standard:  Program  scope.  (1)  The 
program  must  include,  but  not  be 
limited  to,  an  ongoing  program  that 
demonstrates  measurable  improvement 
in  patient  health  outcomes,  and 
improves  patient  safety  by  using  quality 
indicators  or  performance  measures 
associated  with  improved  health 
outcomes  and  by  the  identification  and 
reduction  of  medical  errors. 

(2)  The  ASC  must  measure,  analyze, 
and  track  quality  indicators,  adverse 
patient  events,  infection  control  and 
other  aspects  of  performance  that 
includes  care  and  services  furnished  in 
the  ASC. 

(b)  Standard:  Program  data.  (1)  The 
program  must  incorporate  quality 
indicator  data,  including  patient  care 
and  other  relevant  data  regarding 
services  furnished  in  the  ASC. 

(2)  The  ASC  must  use  the  data 
collected  to — 

(i)  Monitor  the  effectiveness  and 
safety  of  its  services,  and  quality  of  its 
care. 

(ii)  Identify  opportunities  that  could 
lead  to  improvements  and  changes  in  its 
patient  care. 

(c)  Standard:  Program  activities.  (1) 
The  ASC  must  set  priorities  for  its 
performance  improvement  activities 
that — 

(1)  Focus  on  high  risk,  high  volume, 
and  problem-prone  areas. 

(ii)  Consider  incidence,  prevalence, 
and  severity  of  problems  in  those  areas. 

(iii)  Affect  health  outcomes,  patient 
safety,  and  quality  of  care. 

(2)  Performance  improvement 
activities  must  track  adverse  patient 
events,  examine  their  causes,  implement 
improvements,  and  ensure  that 
improvements  are  sustained  over  time. 

(3)  The  ASC  must  implement 
preventive  strategies  throughout  the 
facility  targeting  adverse  patient  events 
and  ensure  that  all  staff  are  familiar 
with  these  strategies. 

(d)  Standard:  Performance 
improvement  projects.  (1)  The  number 
and  scope  of  distinct  improvement 
projects  conducted  annually  must 
reflect  the  scope  and  complexity  of  the 
ASC’s  services  and  operations. 

(2)  The  ASC  must  document  the 
projects  that  are  being  conducted.  The 


documentation,  at  a  minimum,  must 
include  the  reason(s)  for  implementing 
the  project,  and  a  description  of  the 
project’s  results. 

(e)  Standard:  Governing  body 
responsibilities.  The  governing  body 
must  ensure  that  the  QAPI  program — 

(1)  Is  defined,  implemented,  and 
maintained  by  the  ASC. 

(2)  Addresses  the  ASC’s  priorities  arid 
that  all  improvements  are  evaluated  for  - 
effectiveness. 

(3)  Specifies  data  collection  methods, 
frequency,  and  details. 

(4)  Clearly  establishes  its  expectations 
for  safety. 

(5)  Adequately  allocates  sufficient 
staff,  time,  information  systems  and 
training  to  implement  the  QAPI 
program. 

■  8.  Section  416.49  is  revised  to  read  as 
follows: 

§  41 6.49  Condition  for  coverage — 
Laboratory  and  radiologic  services. 

(a)  Standard:  Laboratory  services.  If 
the  ASC  performs  laboratory  services,  it 
must  meet  the  requirements  of  Part  493 
of  this  chapter.  If  the  ASC  does  not 
provide  its  own  laboratory  services,  it 
must  have  procedures  for  obtaining 
routine  and  emergency  laboratory 
services  from  a  certified  laboratory  in 
accordance  with  Part  493  of  this 
chapter.  The  referral  laboratory  must  be 
certified  in  the  appropriate  specialties 
and  subspecialties  of  service  to  perform 
the  referred  tests  in  accordance  with  the 
requirements  of  Part  493  of  this  chapter. 

(b)  Standard:  Radiologic  services.  (1) 
The  ASC  must  have  procedures  for 
obtaining  radiological  services  from  a 
Medicare  approved  facility  to  meet  the 
needs  of  patients. 

(2)  Radiologic  services  must  meet  the 
hospital  conditions  of  participation  for 
radiologic  services  specified  in  §482.26 
of  this  chapter. 

■  9.  A  new  §  416.50  is  added  to  read  as 
follows: 

§416.50“  Condition  for  coverage — Patient 
rights. 

The  ASC  must  inform  the  patient  or 
the  patient’s  representative  of  the 
patient’s  rights,  and  must  protect  and 
promote  the  exercise  of  such  rights. 

(a)  Standard:  Notice  of  rights.  (1)  The 
ASC  must  provide  the  patient  or  the 
patient’s  representative  with  verbal  and 
written  notice  of  the  patient’s  rights  in 
advance  of  the  date  of  the  procedure,  in 
a  language  and  manner  that  the  patient 
or  the  patient’s  representative 
understands.  In  addition,  the  ASC 
must — 

(i)  Post  the  written  notice  of  patient 
rights  in  a  place  or  places  within  the 
ASC  likely  to  be  noticed  by  patients  (or 


Federal  Register /Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68813 


their  representative,  if  applicable) 
waiting  for  treatment.  The  ASC’s  notice 
of  rights  must  include  the  name, 
address,  and  telephone  number  of  a 
representative  in  the  State  agency  to 
whom  patients  can  report  complaints,  as 
well  as  the  Web  site  for  the  Office  of  the 
Medicare  Beneficiary  Ombudsman. 

(ii)  The  ASC  must  also  disclose, 
where  applicable,  physician  financial 
interests  or  ownership  in  the  ASC 
facility  in  accordance  with  the  intent  of 
Part  420  of  this  subchapter.  Disclosure 
of  information  must  be  in  writing  and 
furnished  to  the  patient  in  advance  of 
the  date  of  the  procedure. 

(2)  Standard:  Advance  directives.  The 
ASC  must  comply  with  the  following 
requirements: 

(i)  Provide  the  patient  or,  as 
appropriate,  the  patient’s  representative 
in  advance  of  the  date  of  the  procedure, 
with  information  concerning  its  policies 
on  advance  directives,  including  a 
description  of  applicable  State  health 
and  safety  laws  and,  if  requested, 
official  State  advance  directive  forms. 

(ii)  Inform  the  patient  or,  as 
appropriate,  the  patient’s  representative 
of  the  patient’s  right  to  make  informed 
decisions  regarding  the  patient’s  care. 

(iii)  Document  in  a  prominent  part  of 
the  patient’s  current  medical  record, 
whether  or  not  the  individual  has 
executed  an  advance  directive. 

(3)  Standard:  Submission  and 
investigation  of  grievances,  (i)  The  ASC 
must  establish  a  grievance  procedure  for 
documenting  the  existence,  submission, 
investigation,  and  disposition  of  a 
patient’s  written  or  verbal  grievance  to 
the  ASC. 

(ii)  All  alleged  violations/grievances 
relating,  but  not  limited  to, 
mistreatment,  neglect,  verbal,  mental, 
sexual,  or  physical  abuse,  must  be  fully 
documented. 

(iii)  All  allegations  must  be 
immediately  reported  to  a  person  in 
authority  in  the  ASC. 

(iv)  Only  substantiated  allegations 
must  be  reported  to  the  State  authority 
or  the  local  authority,  or  both. 

(v)  The  grievance  process  must 
specify  timeframes  for  review  of  the 
grievance  and  the  provisions  of  a 
response. 

(vi)  The  ASC,  in  responding  to  the 
grievance,  must  investigate  all 
grievances  made  by  a  patient  or  the 
patient’s  representative  regarding 
treatment  or  care  that  is  (or  fails  to  be) 
furnished. 

(vii)  The  ASC  must  document  how 
the  grievance  was  addressed,  as  well  as 
provide  the  patient  with  written  notice 
of  its  decision.  The  decision  must 
contain  the  name  of  an  ASC  contact 
person,  the  steps  taken  to  investigate  the 


grievance,  the  results  of  the  grievance 
process,  and  the  date  the  grievance 
process  was  completed. 

(b)  Standard:  Exercise  of  rights  and 
respect  for  property  and  person. 

(1)  The  patient  has  the  right  to — 

(1)  Exercise  his  or  her  rights  without 
being  subjected  to  discrimination  or 
reprisal. 

(ii)  Voice  grievances  regarding 
treatment  or  care  that  is  (or  fails  to  be) 
furnished. 

(iii)  Be  fully  informed  about  a 
treatment  or  procedure  and  the  expected 
outcome  before  it  is  performed. 

(2)  If  a  patient  is  adjudged 
incompetent  under  applicable  State 
health  and  safety  laws  by  a  court  of 
proper  jurisdiction,  the  rights  of  the 
patient  are  exercised  by  the  person 
appointed  under  State  law  to  act  on  the 
patient’s  behalf. 

(3)  If  a  State  court  has  not  adjudged 
a  patient  incompetent,  any  legal 
representative  designated  by  the  patient 
in  accordance  with  State  law  may 
exercise  the  patient’s  rights  to  the  extent 
allowed  by  State  lavy. 

(c)  Standard:  Privacy  and  safety.  The 
patient  has  the  right  to — 

(1)  Personal  privacy. 

(2)  Receive  care  in  a  safe  setting. 

(3)  Be  free  from  all  forms  of  abuse  or 
harassment. 

(d)  Standard:  Confidentiality  of 
clinical  records.  The  ASC  must  comply 
with  the  Department’s  rules  for  the 
privacy  and  security  of  individually 
identifiable  health  information,  as 
specified  at  45  CFR  parts  160  and  164. 

■  10.  A  new  §  416.51  is  added  to  read 
as  follows: 

§  41 6.51  Conditions  for  coverage — 
Infection  control. 

The  ASC  must  maintain  an  infection 
control  program  that  seeks  to  minimize 
infections  and  communicable  diseases. 

(a)  Standard:  Sanitary  environment. 
The  ASC  must  provide  a  functional  and 
sanitary  environment  for  the  provision 
of  surgical  services  by  adhering  to 
professionally  acceptable  standards  of 
practice. 

(b)  Standard:  Infection  control 
program.  The  ASC  must  maintain  an 
ongoing  program  designed  to  prevent, 
control,  and  investigate  infections  and 
communicable  diseases.  In  addition,  the 
infection  control  and  prevention 
program  must  include  documentation 
that  the  ASC  has  considered,  selected, 
and  implemented  nationally  recognized 
infection  control  guidelines.  The 
program  is — 

(1)  Under  the  direction  of  a 
designated  and  qualified  professional 
who  has  training  in  infection  control; 


(2)  An  integral  part  of  the  ASC’s 
quality  assessment  and  performance 
improvement  program;  and 

(3)  Responsible  for  providing  a  plan  of 
action  for  preventing,  identifying,  and 
managing  infections  and  communicable 
diseases  and  for  immediately 
implementing  corrective  and  preventive 
measures  that  result  in  improvement. 

■  11.  A  new  §  416.52  is  added  to  read 
as  follows: 

§  41 6.52  Conditions  for  coverage — Patient 
admission,  assessment  and  discharge. 

The  ASC  must  ensure  each  patient 
has  the  appropriate  pre-surgical  and 
post-surgical  assessments  completed 
and  that  all  elements  of  the  discharge 
requirements  are  completed. 

(a)  Standard:  Admission  and  pre- 
surgical  assessment.  (1)  Not  more  than 
30  days  before  the  date  of  the  scheduled 
surgery,  each  p?^ient  must  have  a 
comprehensive  medical  history  and 
physical  assessment  completed  by  a 
physician  (as  defined  in  section  1861(r) 
of  the  Act)  or  other  qualified 
practitioner  in  accordance  with 
applicable  State  health  and  safety  laws, 
standards  of  practice,  and  ASC  policy. 

(2)  Upon  admission,  each  patient 
must  have  a  pre-surgical  assessment 
completed  by  a  physician  or  other 
qualified  practitioner  in  accordance 
with  applicable  State  health  and  safety 
laws,  standards  of  practice,  and  ASC 
policy  that  includes,  at  a  minimum,  an 
updated  medical  record  entry 
documenting  an  examination  for  any 
changes  in  the  patient’s  condition  since 
completion  of  the  most  recently 
documented  medical  history  and 
physical  assessment,  including 
documentation  of  any  allergies  to  drugs 
and  biologicals. 

(3)  The  patient’s  medical  history  and 
physical  assessment  must  be  placed  in 
the  patient’s  medical  record  prior  to  the 
surgical  procedure. 

(b)  Standard:  Post-surgical 
assessment.  (1)  The  patient’s  post- 
surgical  condition  must  be  assessed  and 
documented  in  the  medical  record  by  a 
physician,  other  qualified  practitioner, 
or  a  registered  nurse  with,  at  a 
minimum,  post-operative  care 
experience  in  accordance  with 
applicable  State  health  and  safety  laws, 
standards  of  practice,  and  ASC  policy. 

(2)  Post-surgical  needs  must  be 
addressed  and  included  in  the  discharge 
notes. 

(c)  Standard:  Discharge.  The  ASC 
must — 

(1)  Provide  each  patient  with  written 
discharge  instructions  and  overnight 
supplies.  When  appropriate,  make  a 
followup  appointment  with  the 
physician,  and  ensure  that  all  patients 
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are  informed,  either  in  advance  of  their 
surgical  procedure  or  prior  to  leaving 
the  ASC,  of  their  prescriptions,  post¬ 
operative  instructions  and  physician 
contact  information  for  followup  care. 

(2)  Ensure  each  patient  has  a 
discharge  order,  signed  by  the  physician 
who  performed  the  surgery  or  procedure 
in  accordance  with  applicable  State 
health  and  safety  laws,  standards  of 
practice,  and  ASC  policy. 

(3)  Ensure  all  patients  are  discharged 
in  the  company  of  a  responsible  adult, 
except  those  patients  exempted  by  the 
attending  physician. 

PART  419— PROSPECTIVE  PAYMENT 
SYSTEM  FOR  HOSPITAL  OUTPATIENT 
DEPARTMENT  SERVICES 

■  12.  The  authority  citation  for^’art  419 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1833(t),  and  1871  of 
the  Social  Security  Act  (42  U.S.C.  1302, 
1395l(t),  and  1395hh). 

■  13.  Section  419.41  is  amended  by 
revising  paragraph  (c)(4)(iv)  to  read  as 
follows: 

§  41 9.41  Calculation  of  national 
beneficiary  copayment  amounts  and* 
nationai  Medicare  program  payment 
amounts. 

*  *  *  *  »  * 

(c)  *  *  * 

*  *  * 

(iv)  The  copayment  amount  is 
computed  as  if  the  adjustment  under 
§§  419.43(d)  and  (e)  (and  any 
adjustments  made  under  §  419.43(f)  in 
relation  to  these  adjustments)  and 
§  419.43(h)  had  not  been  paid. 
***** 

■  14.  Section  419.42  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

§419.42  Hospital  election  to  reduce 
coinsurance. 

***** 

(e)  In  electing  reduced  coinsurance,  a 
hospital  may  elect  a  copayment  amount 
that  is  less  than  that  year’s  wage- 
adjusted  copayment  amount  for  the 
group  but  not  less  than  20  percent  of  the 
APC  payment  rate  as  determined  under 
§  419.32  or,  in  the  case  of  payments 
calculated  under  §  419.43(h),  not  less 
than  20  percent  of  the  APC  payment  rate 
as  determined  under  §  419.43(h). 
***** 

■  15.  Section  419.43  is  amended  by — 

■  a.  In  paragraph  (d)(l)(i)(B),  removing 
the  phrase  “paragraph  (e)  of  this 
section’’  and  adding  in  its  place  the 
cross-reference  “§419.66”. 

■  b.  Adding  new  paragraphs  (d)(5)  and 
(d)(6). 

■  c.  Revising  paragraph  (f). 

■  d.  Revising  paragraph  (g)(4). 


■  e.  Adding  a  new  paragraph  (h)(4). 

The  additions  and  revisions  read  as 
follows: 

§419.43  Adjustments  to  nationai  program 
payment  and  beneficiary  copayment 
amounts. 

***** 

(d)  *  *  * 

(5)  Cost-to-charge  ratios  for 
calculating  charges  adjusted  to  cost.  For 
hospital  outpatient  services  (or  groups 
of  services)  as  defined  in  paragraph 
(d)(1)  of  this  section  performed  on  or 
after  January  1,  2009 — 

(i)  CMS  may  specify  an  alternative  to 
the  overall  ancillary  cost-to-charge  ratio 
otherwise  applicable  under  paragraph 
(d)(5)(ii)  of  this  section.  A  hospital  may 
also  request  that  its'Medicare  contractor 
use  a  different  (higher  or  lower)  cost-to- 
charge  ratio  based  on  substantial 
evidence  presented  by  the  hospital. 

Such  a  request  must  be  approved  by  the 
CMS. 

(ii)  The  overall  ancillary  cost-to- 
charge  ratio  applied  at  the  time  a  claim 
is  processed  is  based  on  either  the  most 
recent  settled  cost  report  or  the  most 
recent  tentative  settled  cost  report, 
vyhichever  is  from  the  latest  cost 
reporting  period. 

(iii)  The  Medicare  contractor  may  use 
a  statewide  average  cost-to-charge  ratio 
if  it  is  unable  to  determine  an  accurate 
overall  ancillary  cost-to-charge  ratio  for 
a  hospital  in  one  of  the  following 
circumstances: 

(A)  A  new  hospital  that  has  not  yet 
submitted  its  first  Medicare  cost  report. 
(For  purposes  of  this  paragraph,  a  new 
hospital  is  defined  as  an  entity  that  has 
not  accepted  assignment  of  an  existing 
hospital’s  provider  agreement  in 
accordance  with  §  489.18  of  this 
chapter.) 

(B)  A  hospital  whose  overall  ancillary 
cost-to-charge  ratio  is  in  excess  of  3 
standard  deviations  above  the 
corresponding  national  geometric  mean. 
This  mean  is  recalculated  annually  by 
CMS  and  published  in  the  annual  notice 
of  prospective  payment  rates  issued  in 
accordance  with  §  419.50(a). 

(C)  Any  other  hospital  for  whom 
accurate  data  to  calculate  an  overall 
ancillary  cost-to-charge  ratio  are  not 
available  to  the  Medicare  contractor. 

(6)  Reconciliation.  For  hospital 
outpatient  services  furnished  during 
cost  reporting  periods  beginning  on  or 
after  January  1,  2009 — 

(i)  Any  reconciliation  of  outlier 
payments  will  be  based  on  an  overall 
ancillary  cost-to-charge  ratio  calculated 
based  on  a  ratio  of  costs  to  charges 
computed  from  the  relevant  cost  report 
and  charge  data  determined  at  the  time 
the  cost  report  coinciding  with  the 
service  is  settled. 


(ii)  At  the  time  of  any  reconciliation 
under  paragraph  (d)(6)(i)  of  this  section, 
outlier  payments  may  be  adjusted  to 
account  for  the  time  value  of  any 
underpayments  or  overpayments.  Any 
adjustment  will  be  based  on  a  widely 
available  index  to  be  established  in 
advance  by  CMS,  and  will  be  applied 
from  the  midpoint  of  the  cost  reporting 
period  to  the  date  of  reconciliation. 
***** 

(f)  Excluded  services  and  groups.  The 
following  services  or  groups  are 
excluded  from  qualification  for  the 
payment  adjustmeht  under  paragraph 
(d)(1)  of  this  section: 

(1)  Drugs  and  biologicals  that  are  paid 
under  a  separate  APC;  and 

(2)  Items  and  services  paid  at  charges 
adjusted  to  costs  by  application  of  a 
hospital-specific  cost-to-charge  ratio. 

(g) *  *  * 

(4)  Excluded  services  and  groups.  The 
following  services  or  groups  are  i 
excluded  from  qualification  for  the 
payment  adjustment  in  paragraph  (g)(2) 
of  this  section: 

(1)  Drugs  and  biologicals  that  are  paid 
under  a  separate  APC; 

(ii)  Devices  paid  under  419.66;  and 

(iii)  Items  and  services  paid  at  charges 
adjusted  to  costs  by  application  of  a 
hospital-specific  cost-to-charge  ratio. 
***** 

(h)  *  *  * 

(4)  Beneficiary  copayment.  The 
beneficiary  copayment  for  services  to 
which  the  adjustment  to  the  conversion 
factor  specified  under  paragraph  (h)(1) 
of  this  section  applies  is  the  product  of 
the  national  beneficiary  copayment 
amount  calculated  under  §419.41  and 
the  ratio  of  the  adjusted  conversion 
factor  calculated  under  paragraph  (h)(1) 
of  this  section  divided  by  the 
conversion  factor  specified  under 
§  419.32(b)(1). 

■  16.  Section  419.70  is  amended  by — 

■  a.  Revising  the  introductory  text  of 
paragraph  (d)(2). 

■  b.  Revising  the  heading  of  paragraph 
(d)(4). 

■  c.  Adding  a  new  paragraph  (d)(5). 

■  d.  In  paragraphs  (e),  (g),  and  (i), 
removing  the  term  “paragraph”  and 
adding  it  its  place  the  term  “section.” 

The  revisions  and  additions  read  as 
follows: 

§419.70  Transitional  adjustments  to  limit 
decline  in  payments. 
***** 

(d)  *  *  * 

(2)  Temporary  treatment  for  small 
rural  hospitals  on  or  after  January  1, 
2006.  For  covered  hospital  outpatient 
services  furnished  in  a  calendar  year 
from  January  1,  2006,  through  December 
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31,  2009,  for  which  the  prospective 
payment  system  amount  is  less  than  the 
pre-BBA  amount,  the  amount  of 
payment  under  this  part  is  increased  by 
95  percent  of  that  difference  for  services 
furnished  during  2006,  90  percent  of 
that  difference  for  services  furnished 
during  2007,  and  85  percent  of  that 
difference  for  services  furnished  during 
2008  and  2009  if  the  hospital — 
***** 

(4)  Temporary  treatment  for  sole 
community  hospitals  located  in  rural 
areas  for  covered  hospital  outpatient 
services  furnished  during  cost  reporting 
periods  beginning  on  or  after  January  1, 
2004  and  before  January  1,  2006.  *  *  * 

(5)  Temporary  treatment  for  sole 
community  hospitals  located  in  rural 


areas  on  or  after  January  1,  2009,  and 
through  December  31,  2009.  For  covered 
hospital  outpatient  services  furnished 
on  or  after  January  1,  2009,  and 
continuing  through  December  31,  2009, 
for  which  the  prospective  payment 
system  amount  is  less  than  the  pre-BBA 
amount,  the  amount  of  payment  under 
this  part  is  increased  by  85  percent  of 
that  difference  if  the  hospital — 

(i)  Is  a  sole  community  hospital  as 
defined  in  §  412.92  of  this  chapter  or  is 
an  essential  access  community  hospital 
as  described  under  §  412.109  of  this 
chapter;  and 

(ii)  Has  100  or  fewer  beds  as  defined 
in  §  412.105(b)  of  this  chapter. 
***** 


(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance;  and  Program  No.  93.774, 
Medicare — Supplementary  Medical 
Insurance  Program) 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.778,  Medical  Assistance 
Program] 

Dated:  October  23,  2008. 

Kerry  Weems, 

Acting  Administrator,  Centers  for  Medicare 
&■  Medicaid  Services. 

Dated:  October  29,  2008. 

Michael  O.  Leavitt, 

Secretary. 

BILLING  CODE  4120-01-P 
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ADDENDUM  A.~FINAL  OPPS  APCs  FOR  CY  2009 


APC 

Group  Title 

SI 

Relative 

Weight 

Payment 

Rate 

National 

Unadjusted 

Copayment 

Minimum 

Unadjusted 

Copayment 

0001 

Level  1  Photochemotherapy 

s 

0  5101 

$33.70 

$7.00 

$6.74 

0002 

Fine  Needle  Biopsy/Aspiration 

T 

1  4324 

$94.62 

$18.93 

0003 

Bone  Marrow  Biopsy/Aspiration 

T 

3.1527 

$208.26 

$41.66 

0004 

Level  1  Needle  Biopsy/  Aspiration  Except 
Bone  Marrow 

T 

4.4727 

$295.46 

$59.10 

0005 

Level  II  Needle  Biopsy/Aspiration  Except 
Bone  Marrow 

T 

7.3879 

$488.04 

$97.61 

0006 

Level  1  Incision  &  Drainage 

T 

1.4128 

$93.33 

$18.67 

0007 

Level  II  Incision  &  Drainage 

T 

12.5953 

$832.03 

$166.41 

0008 

Level  III  Incision  and  Drainage 

T 

19.3873 

$1,280.71 

$256.15 

0012 

Level  1  Debridement  &  Destruction 

T 

0.4183 

L  $27.63 

$5.53 

0013 

Level  II  Debridement  &  Destruction 

T 

0.8281 

$54.70 

$10.94 

0015 

Level  III  Debridement  &  Destruction 

T 

1.5170 

$100.21 

$20.05 

0016 

Level  IV  Debridement  &  Destruction 

T 

2.7288 

$180.26 

$36.06 

0017 

Level  VI  Debridement  &  Destruction 

T 

20.2578 

$1,338.21 

$267.65 

0019 

Level  1  Excision/  Biopsy 

T 

4.4761 

$295.69 

$71.87 

$59.14 

0020 

Level  II  Excision/  Biopsy 

T 

8.2566 

$545.42 

$109.09 

0021 

Level  III  Excision/  Biopsy 

T 

15.8974 

$1,050.17 

$219.48 

$210.04 

0022 

Level  IV  Excision/  Biopsy 

T 

21.8429 

$1,442.92 

$354.45 

$288.59 

0028 

Level  1  Breast  Surgery 

T 

21.4851 

$1,419.28 

$303.74 

$283.86 

0029 

Level  II  Breast  Surgery 

.  T 

33.5744 

$2,217.89 

$581 .52 

$443.58 

0030 

Level  III  Breast  Surgery 

T 

40.5281 

$2,677.25 

$747.07 

$535.45 

0031 

Smoking  Cessation  Services 

X 

0.1729 

$11.42 

$2.29 

0034 

Mental  Health  Services  Composite 

s 

3.1000 

$204.78 

$40.96 

0035 

Vascular  Puncture  and  Minor  Diagnostic 
Procedures 

X 

0.2186 

$14.44 

$2.89 

0037 

Level  IV  Needle  Biopsy/Aspiration  Except 
Bone  Marrow 

T 

13.5176 

$892.96 

$228.76 

$178.60 

0039 

Level  1  Implantation  of  Neurostimulator 

s 

189.9087 

$12,545.18 

$2,509.04 

0040 

Percutaneous  Implantation  of 
Neurostimulator  Electrodes 

s 

63.6772 

$4,206.45 

$841.29 

0041 

Level  1  Arthroscopy 

T 

29.4149 

$1,943.12 

$388.63 

0042 

Level  II  Arthroscopy 

T 

49.2153 

$3,251.11 

$804.74 

$650.23 

0045 

Bone/Joint  Manipulation  Under  Anesthesia 

T 

15.5673 

$1,028.36 

$268.47 

$205.68 

0047 

Arthroplasty  without  Prosthesis 

T 

37.8310 

$2,499.08 

$537.03 

$499.82 

0048 

Level  1  Arthroplasty  or  Implantation  with 
Prosthesis 

T 

53.1633 

$3,511.91 

$702.39 

0049 

Level  1  Musculoskeletal  Procedures  Except 

T 

21.7810 

$1,438.83 

$287.77 
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Group  Title 


Hand  and  Foot 


Level  11  Musculoskeletal  Procedures 
Except  Hand  and  Foot 


Level  III  Musculoskeletal  Procedures 
Except  Hand  and  Foot 


Level  IV  Musculoskeletal  Procedures 
Except  Hand  and  Foot 


Level  I  Hand  Musculoskeletal  Procedures 


Level  II  Hand  Musculoskeletal  Procedures 


Level  I  Foot  Musculoskeletal  Procedures 


Level  11  Foot  Musculoskeletal  Procedures 


Bunion  Procedures 


Level  I  Strappinq  and  Cast  Application 


Laminectomy,  Laparoscopy,  or  Incision  for 
Implantation  of  Neurostimulator  Electr 


Level  I  Treatment  Fracture/Dislocation 


Level  II  Treatment  Fracture/Dislocation 


Level  III  Treatment  Fracture/Dislocation 


Level  I  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG 


Level  II  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG 


Level  III  Stereotactic  Radiosurgery, 
MRqFUS,  and  MEG 


Thoracosc 


Thoracentesis/Lavage  Procedures 


Level  I  Endosc 


Level  II  En 


Level  III  Endosc 


Level  IV  Endosc 


Level  V  Endosc 


Level  I  Endosc 


Level  I  Pulmonary  Treatment 


Level  II  Pulmonary  Treatment 


Ventilation  Initiation  and  Management 


Diagnostic  Cardiac  Catheterization 


Coronary  or  Non-Coronary  Atherectom 


Coronary  or  Non-Coronary  Angioplasty 
and  Percutaneous  Valvuloplasty 


Level  I  Electrophysiologic  Procedures 


Level  II  Electrophysiologic  Procedures 


SSISSSEBT 

mr 


Relative 

Weight 

Payment 

Rate 

29.8816 

$1,973.95 

45.3534 

$2,996.00 

86.5958 

$5,720.43 

16.6121 

$1,097.38 

27.9994 

$1,849.61 

21.6207 

$1,428.24 

47.2916 

$3,124.04 

31.0633 

$2,052.01 

1.0845 

$71.64 

0.4302 

$28.42 

82.9048 

$5,476.61 

25.4442 

$1,680.82 

42.8656 

$2,831.66 

62.5691 

$4,133.25 

14.4171 

$952.38 

39.0533 

$2,579.82 

57.5732 

$3,803.23 

33.5041 

$2,213.25 

5.3343 

$352.38 

0.8215 

$54.27 

1.8079 

$119.43 

4.3850 

$289.67 

18.4160 

$1,216.54 

23.4045 

$1,546.08 

10.1993 

$673.76 

0.4024 

$26.58 

1.3903 

$91.84 

2.9177 

$192.74 

39.2661 

$2,593.88 

90.2562 

$5,962.23 

48.3584 

$3,194.51 

10.2559 

$677.49 

49.3497 

$3,259.99 

$355.34 


$69.15 


$292.25 


$445.92 


$189.82 


$7.74 


$394.79 


$599.20 


$1,144.09 


$219.48 


$369.93 


$285.65 


$624.81 


$410.41 


$14.33 


$5.69 


$1,095.33 


$336.17 


$566.34 


$826.65 


$190.48 


$515.97 


$760.65 


$442.65 


$70.48 


$10.86 


$23.89 


$57.94 


$243.31 


$309.22 


$134.76 


$5.32 


$18.37 


$38.55 


$518.78 


$1,192.45 


$638.91 


$135.50 


$652.00 
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Group  Title 


Level  ill  Electrophvsiologic  Procedures 


Insertiort/Repiacement  of  Permanent 
Pacemaker  and  Electrodes 


Insertion/Replacement  of  Pacemaker 
Pulse  Generator 


Level  II  Vascular 


Level  I  Vascular  Liqation 


Vascular  Reconstruction/Fistula  Repair 
without  Device 


Level  I  Resuscitation  and  Cardioversion 


Cardiac  Rehabilitation 


Non-Invasive  Vascular  Studies 


Cardiac  and  Ambulatory  Blood  Pressure 
Monitorinq 


Electrocardiograms 


Cardiac  Stress  Tests 


Tilt  Table  Evaluation 


Miscellaneous  Vascular  Procedures 


Transcatheter  Placement  of  Intracoronary 
Stents 


Repair/Revision/Removal  of  Pacemakers, 
AlCDs,  or  Vascular  Devices 


Insertion/Replacement  of  Pacemaker 
Leads  and/or  Electrodes 


Insertion  of  Cardioverter-Defibrillator 


Insertion/Replacement/Repair  of 
Cardioverter-Defibrillator  Leads 


Transfusion 


Blood  Product  Exchange 


Apheresis  and  Stem  Cell  Procedures 


Excision  L 


Thyroid/Lymphadenectomv  Procedures 


I  Cannula/Access  Device  Procedures 


Level  I  Tube  or  Catheter  Changes  or 


Level  I  Urinary  and  Anal  Procedures 


Level  IV  Stereotactic  Radiosurgery, 
MRgFUS,  and  MEG 


Echocardiogram  with  Contrast 


Level  I  Closed  Treatment  Fracture 
Finger/Toe/Trunk 


Level  I  Laparosc 


Relative 

Payment 

Rate 

100.1431 

$6,615.35 

40.3117 

$2,662.95 

117.7443 

$7,778.07 

96.2978 

$6,361.34 

43.7923 

$2,892.88 

27.3614 

$1,807.47 

29.0343 

$1,917.98 

2.4181 

$159.74 

0.5712 

$37.73 

1.4327 

$94.64 

0.9946 

$65.70 

0.3949 

$26.09 

2.5884 

$170.99 

4.2301 

$279.44 

15.7264 

$1,038.87 

85.3503 

$5,638.16 

22.1272 

$1,461.70 

50.4825 

$3,334.82 

320.0151 

$21,139.88 

427.6576 

$28,250.63 

3.3544 

$221.59 

11.5004 

$759.70 

30.7865 

■SESSESII 

23.6897 

$1,564.92 

47.2067 

$3,118.43 

32.9660 

$2,177.70 

4.5958 

$303.59 

1.0435 

$68.93 

115.6797 

$7,641.69 

8.5705 

$566.16 

1.5977 

$105.54 

37.8887 

$2,502.89 

$655.22 


$1,682.28 


$1,597.43 


$46.29 


$13.86 


$37.42 


$41.44 


$100.24 


$198.40 


$433.29 


$1,323.07 


$532.59 


$1,555.62 


$1,272.27 


$578.58 


$659.53 


$383.60 


$31.95 


$7.55 


$18.93 


$13.14 


$5.22 


$34.20 


$55.89 


$207.78 


$1,127.64 


$292.34 


$666.97 


$4,227.98 


$5,650.13 


$44.32 


$151.94 


$406.75 


$312.99 


$623.69 


$435.54 


$60.72 


$13.79 


$1,528.34 


$113.24 


$21.11 


$500.58 
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Group  Title 


Level  II  Laparosco 


Level  III  Laparosc 


Level  I  Skin  Repair 


Level  II  Skin  Repair 


Level  III  Skin  Repair 


Level  IV  Skin  Repair 


Level  V  Skin  Repair 


Level  II  Closed  Treatment  Fracture 
Finqer/Toe/Trunk 


Level  III  Closed  Treatment  Fracture 
Finqer^oe/Trunk 


aqeal  Dilation  without  Endosc 


Level  I  Upper  Gl  Procedures 


Small  Intestine  En 


Lower  Gl  Endosc 


and  Anosc 


Level  I  Anal/Rectal  Procedures 


Level  III  Anal/Rectal  Procedures 


Level  IV  Anal/Rectal  Procedures 


Endoscopic  Retrograde  Cholangio- 
Pancreatoqraphv  (ERCP) 


Level  I  Percutaneous  Abdominal  and 
Biliary  Procedures 


Peritoneal  and  Abdominal  Procedures 


Hemia/Hvdrocele  Procedures 


Level  II  Anal/Rectal  Procedures 


Level  III  Urinary  and  Anal  Procedures 


Colorectal  Cancer  Screening;  Barium 
Enema 


Colorectal  C€mcer  Screening; 
Colonosc 


Colorectal  Cancer  Screening;  Rexibie 
Sigmoidoscopy 


Level  I  Cystourethroscopy  and  other 
Genitourinary  Procedures 


Level  II  Cystourethroscopy  and  other 
Genitourinary  Procedures 


Level  III  Cystourethroscopy  and  other 
Genitourinary  Procedures 


Level  IV  Cystourethroscopy  and  other 
Genitourinary  Procedures 


Level  II  Urinary  and  Anal  Procedures 


Relative 

Weight 

Payment 

Rate 

46.3238 

$3,060.10 

69.9234 

$4,619.07 

1.3124 

$86.70 

3.4414 

$227.34 

4.4306 

$292.68 

15.9750 

$1,055.29 

21.0656 

$1,391.57 

6.1479 

$406.12 

19.8724 

$1,312.75 

6.5579 

$433.21 

8.6526 

$571.58 

9.5724 

$632.34 

8.9884 

$593.76 

5.6133 

$370.81 

9.1325 

$603.28 

5.8523 

$386.60 

23.1877 

$1,531.76 

31.0398 

$2,050.46 

21.9315 

$1,448.77 

30.4122 

$2,009.00 

23.4113 

$1,546.53 

31.6628 

$2,091.61 

12.2139 

$806.84 

2.8838 

$190.50 

2.2661 

$149.70 

7.9944 

$528.10 

5.0788 

$335.50 

7.2104 

$476.31 

18.7931 

$1,241.45 

25.5871 

$1,69026 

35.8662 

$2,369.29 

1.8697 

$123.51 

$1,001.89 


$1,239.22 


$25.67 


$91.40 


$143.38 


$152.78 


$186.06 


$376.05 


$464.85 


$612.02 


$923.82 


$17.34 


$45.47 


$58.54 


$211.06 


$278.32 


$81.23 


$262.55 


$86.65 


$114.32 


$126.47 


$118.76 


$74.17 


$120.66 


$77.32 


$306.36 


$410.10 


$289.76 


$401.80 


$309.31 


$418.33 


$161.37 


$38.10 


$29.94 


$132.03 


$248.29 


$338.06 


$473.86 


$24.71 
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Group  Title 


Level  IV  Urinary  and  Anal  Procedures 


Level  I  Urethral  Procedures 


Level  il  Urethral  Procedures 


Lithotri 


Dialysis 


Level  I  Partial  Hos 


Level  II  Partial  Hospitalization  (4  or  more 
services 


Level  IV 


Level  II  Male  Genital  Procedures 


Level  I  Male  Genital  Procedures 


Level  II  Female  Reproductive  Proc 


Level  III  Female  Reproductive  Proc 


Level  I  Hvsterosc 


Level  I  Female  Reproductive  Proc 


Level  IV  Female  Reproductive  Proc 


Level  V  Femeile  Reproductive  Proc 


Level  VI  Female  Reproductive  Procedures 


Level  VII  Female  Reproductive  Procedures 


Level  IV  Nerve  Injections 


Level  I  Nerve  Injections 


Level  II  Nerve  Injections 


Level  III  Nerve  Injections 


Laminotomies  and  Laminectomies 


Level  li  Extended  EEG,  Sleep,  and 
Cardiovascular  Studies 


Level  I  Extended  EEG,  Sleep,  and 
Cardiovascular  Studies 


Level  I  Nerve  and  Muscle  Tests 


Level  III  Nerve  arxJ  Muscle  Tests 


Level  II  Nerve  and  Muscle  Tests 


Level  I  Nerve  Procedures 


Level  II  Nerve  Procedures 


Level  II  Implantation  of  Neurostimulator 


Implantation  erf  Catheter/Reservoir/Shunt 


Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve 


infusion  Device 


Transcatherter  Placement  of  Intravascular 
Shunts 


Level  I  Eve  Tests  &  Treatments 


Relative 

Weiqht 


20.0346 


19.8629 


30.6101 


41.8999 


6.5599 


2.4380 


3.1000 


119.7237 


35.5639 


22.8376 


11.5477 


1.4229 


3.0012 


22.0226 


0.1524 


6.1378 


19.7838 


33.6934 


43.7195 


14.3718 


2.4871 


3.6499 


7.1721 


48.6069 


2.3168 


0.5994 


2.6652 


1.1853 


18.5109 


35.9602 


235.6477 


42.0410 


Payment 

Rate 


$1,323.47 


$2,022.07 


$2,767.87 


$433.34 


$161.05 


$204.78 


$2,349.32 


$1,508.63 


$762.83 


$94.00 


$198.26 


$1,454.79 


$10.07 


$405.46 


$1,306.90 


$2,225.75 


$2,888.07 


$949.39 


$164.30 


$241.11 


$473.78 


$3,210.92 


$754.41 


$153.05 


$39.60 


$176.06 


$78.30 


$1,222.81 


$2,375.49 


$15,566.65 


$2,777.19 


109.5182  $7,234.66 


185.9307  $12,282.40 


92.2507  $6,093.99 


0.6461  I  $42.68 


$2,208.75 


$621.82 


$424.28 


$2.36 


$483.80 


$981.50 


$240.33 


$40.13 


$51.76 


$268.73 


$264.70 


$262.43 


$404.42 


$553.58 


$86.67 


$32.21 


$40.96 


$1,581.77 


$469.87 


$301.73 


$152.57 


$18.80 


$39.66 


$290.96 


$2.02 


$81.10 


$261.38 


$445.15 


$577.62 


$189.88 


$32.86 


$48.23 


$94.76 


$642.19 


$150.89 


$30.61 


$7.92 


$35.22 


$15.66 


$244.57 


$475.10 


$3,113.33 


$555.44 


$1,446.94 


$2,456.48 


$1,218.80 


$8.54 
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Group  Title 


Level  ill  Eye  Tests  &  Treatments 


Level  I  Anterior 


Level  II  Anterior  Segment  Eve  Procedures 


Level  III  Anterior 


Level  I  Posterior  Seqment  Eve  Procedures 


Level  II  Posterior  Segment  Eye 
Procedures 


Level  I  Repair  and  Rastic  Eve  Procedures 


Level  II  Repair  and  Rastic  Eve  Procedures 


Level  III  Repair  and  Plastic  Eye 
Procedures 


Level  IV  Repair  and  Plastic  Eye 
Procedures 


Level  V  Repair  and  Rastic  Eye 
Procedures 


Strabismus/Muscle  Procedures 


Comeal  and  Amniotic  Membrane 
Transplant 


Level  I  Cataract  Procedures  without  lOL 
insert 


Cataract  Procedures  with  lOL  Insert 


Laser  Eye  Procedures 


Level  II  Cataract  Procedures  without  lOL 
Insert 


Level  I  ENT  Procedures 


Level  11  ENT  Procedures 


Level  III  ENT  Procedures 


Level  IV  ENT  Procedures 


Level  V  ENT  Procedures 


Level  VI  ENT  Procedures 


Level  VII  ENT  Procedures 


Level  I  Plain  Film  Except  Teeth 


Level  II  Plain  Film  Except  Teeth  Including 
Bone  Density  Measurement 


Rain  Film  of  Teeth 


Level  I  Miscellaneous  Radiology 
Procedures 


Level  I  Diagnostic  and  Screening 
Ultrasound 


Level  II  Diagnostic  and  Screening 
Ultrasound 


Level  III  Diagnostic  and  Screening 
Ultrasound 


Relative 


2.1549 


4.6708 


16.7409 


23.8963 


5.8277 


22.3269 


3.1524 


7.6973 


38.5166 


24.6556 


14.1882 


24.2955 


5.2647 


31.3304 


1.1110 


3.3069 


7.5330 


17.2402 


24.7557 


41.8741 


401.1259 


0.6767 


1.1269 


0.4855 


Payment 

Rate 


$142.35 


$308.55 


$1,105.89 


$1,578.57 


$384.97 


$1,474.89 


$208.24 


$508.48 


19.3139  1  $1,275.86 


26.0302  $1,719.53 


$2,544.37 


$1,628.72 


37.9664  1  $2,508.02 


$937.26 


$1,604.94 


$347.78 


$2,069.65 


$73.39 


$218.45 


$497.62 


$1,138.87 


$1,635.34 


$2,766.16 


$26,497.98 


$44.70 


$74.44 


$32.07 


3.0202  ■  $199.51 


$62.50 


$97.77 


$153.16 


$77.30 


$266.33 


$511.31 


$309.52 


$383.45 


$597.36 


$430.35 


$803.26 


$214.11 


$495.96 


$104.31 


$524.67 


$25.10 


$109.16 


$282.29 


$28.47 


$61.71 


$221.18 


$315.72 


$77.00 


$294.98 


$41.65 


$101.70 


$343.91 


$508.88 


$325.75 


$501.61 


$187.46 


$320.99 


$69.56 


$413.93 


$14.68 


$43.69 


$99.53 


$227.78 


$327.07 


$553.24 


$5,299.60 


$8.94 


$60.50 
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Group  Title 


Level  il  Echocardiogram  Without  Contrast 
Except  Transesoohaaeal 


Transesophageal  Echocardiogram  Without 
Contrast  - 


Ruor 


0270 


0272 


0274 


0275  Arthroora 


iisnsiam 

imiffi'iiiaiiwiM  ~  _ 


Magnetic  Resonance  Imaging  and 
Magnetic  Resonance  Angiography  with 
Contrast 


Bone  DensityiAxial  Skeleton 


Level  V  Anterior 


Hyperthermia  and  Radiation  Treatment 
Procedures 


Level  i  Radiation  Thera 


Level  II  Radiation  Thera 


Treatment  Device  Construction 


Level  II  Therapeutic  Radiation  Treatment 
0305  Prop£.r'4ian 


Brachythera 


Level  III  Implantetion  of  Neurostimulator 


Level  II  Miscellaneous  Radiology 
Procedures 


Electroconvulsive  TTferrOv 


Brief  individual  Psychc^erapv 


Extended  Individual  Fs*;^otheraov 


!  i 

Relative 

Weight 

Payment 

Rate 

6.5300 

$431.37 

8.3489 

$551.52 

1.2597 

$83.21 

7.1945 

$475.26 

4.0175 

$265.39 

1.3298 

$87.85 

2.1621 

$142.83 

2.6340 

$174.00 

29.5853 

$1,954.38 

44.7368 

$2,955.27 

1.5897 

$105.01 

4.6595 

$307.80 

6.4701 

$427.41 

1.0887 

$71.92 

104.7499 

$6,919.67 

5.6497 

$373.21 

1.4211 

$93.88 

2.3018 

!  $152.05 

2.8484 

$188.16 

1.7364 

!  $114.70 

3.8706 

$255.69 

17.5127 

$1,156.87 

15.6969 

$1,036.92 

13.5167 

$892.90 

6.5193 

$430.66 

11.1000 

$733.25 

277.2288 

$18,313.46 

5.1044 

$337.19 

5.7528- 

$380.02 

1.3097 

$86.52 

1.6317 

$107.79 

National 


$141.32 


$31.15 


$69.09 


$34.87 


$54.52 


$59.40 


$37.81 


$100.37 


$148.40 


$28.66 


$241.53 


$325.27 


$86.28 


$110.31 


$16.65 


$95.06 


$53.08 


$17.57 


$28.57 


$34.80 


$390.88 


$591.06 


$21.01 


$61.56 


$85.49 


$14.39 


$1,383.94 


$74.65 


$18.78 


$30.41 


$37.64 


$231.38 


$207.39 


$178.58 


$86.14 


$146.65 


$3,662.70 


$67.44 


$76.01 


$17.31 


$21.56 
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GrouD  Psvchothera 


Dental  Prcx;edures 


Computed  Tomography  without  Contrast 
followed  by  Contrast) 


Magnetic  Resonance  Imaging  and 
Magnetic  Resonance  Angiography  without 
Contrast 


Magnetic  Resonance  Imaging  and 
Magnetic  Resonance  Angiography  without 
Contrast  f 


Minor  Ancillary  Procedures 


Skin  Tests 


Level  I  Pathol 


Level  III  Pathol 


Level  IV  Pathol 


Level  I  Transfusion  Laboratory  Procedures 


Level  11  Transfusion  Laboratory 
Procedures 


Level  III  Transfusion  Laboratory 
Procedures 


Administration  of  flu  and  PPV  vaccine 


Level  I  Alimentary  Tests 


Level  II  Alimentary  Tests 


Level  I  Otorhinolaryngologic  Function 
Tests 


Level  I  Audiome 


Level  II  Audiomet 


Level  III  Audiome 


Level  I  Pulmonary  Test 


Level  II  Pulmonary  Tests 


Level  III  Pulmonary  Tests 


Allerqy  Tests 


Level  I  Neuro 


Ancillary  Outpatient  Services  When  Patient 
Expires 


Level  II  Pulmonary  Imaqin 


Injection  adenosine  6  MG 


Sinqie  Allerqy  Tests 


Level  II  Neur 


Cardiac  Computed  Tomoqraphic  Imaqin 


Relative 

Weight 


2.4859 


0.9800 


7.6534 


2.9426 


8.1548 


0.6462 


0.0834 


0.1523 


0.5230 


0.8223 


0.2194 


0.7337 


0.3768 


1.5113 


3.9733 


0.9042 


0.4730 


1.2779 


1.7097 


0.5627 


0.8326 


2.7955 


1.4677 


1.3408 


85.8765 


11.7188 


4.9163 


0.3517 


2.4430 


4.2793 


Payment 

Rate 


$164.22 


$64.74 


$505.58 


$194.39 


$340.96 


$348.06 


$538.70 


$42.69 


$5.51 


$10.06 


$34.55 


$54.32 


$14.49 


$48.47 


$24.89 


$99.83 


$262.47 


$59.73 


$31.25 


$84.42 


$112.94 


$55.00 


$184.67 


$96.95 


$88.57 


$5,672.92 


$774.13 


$324.77 


$9.25 


$23.23 


$161.38 


$282.69 


Minimum 

Unadjusted 


iilM 


$75.24 


$119.01 


$137.40 


$199.53 


$2.14 


$2.02 


$10.84 


$15.66 


$33.88 


$83.23 


$17.10 


$7.06 


$18.52 


$25.79 


$13.76 


$20.93 


$44.18 


$158.84 


$125.33 


$32.85 


$12.95 


$101.12 


$38.88 


$68.20 


$107.74 


$8.54 


$1.11 


$2.02 


$6.91 


$10.87 


$2.90 


$110.53 


$9.70 


$0.00 


$19.97 


$52.50 


$11.95 


$6.25 


$16.89 


$22.59 


$7.44 


$11.00 


$36.94 


$19.39 


$17.72 


$1,134.59 


$154.83 


$64.96 


$1.85 


$4.65 


$32.28 


$56.54 
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Group  Title 


Gl  Procedures  with  Stents 


Level  I  Prosthetic  Urdooical  Procedures 


Level  II  Prosthetic  Uroloqicai  Procedures 


Level  II  Hvsterosc 


Disc 


Level  I  Non-imaqinq  Nuclear  Medicine 


Level  I  Endocrine  Imaqin 


Level  II  Endocrine  Imaqin 


Level  II  Non-imaqinq  Nuclear  Medicine 


Hematoloqic  Processinq  &  Studies 


iBssasEassB® 


Gl  Tract  Ima 


Bone  Ima 


Vascular  Imaqin 


Slffl 


Hematopoietic  Im 


Level  I  Pulmonary  Imaqin 


Level  II  Nervous  System  Imaqin 


Level  I  Nervous  System  Imaqin 


Renal  and  Genitourinary  Studies 


Level  I  Tumor/Infection  Imaqin 


Level  I  Radionuclide  Thera 


Level  ill  Tumor/Infection  Imaqin 


Red  Blood  Cell  Tests 


IMRT  Treatment  Delive 


Level  II  Radionuclide  Thera 


Level  II  Tumor/Infection  Imaqin 


Level  II  Endoscopy  Lower  Airway 


Insertion  of  Left  Ventricular  Pacinq  Elect. 


Level  II  Upper  Gl  Procedures 


Level  II  Percutaneous  Abdominal  and 
Biliary  Procedures 


Level  II  Arthroplasty  or  Implantation  with 
Prosthesis 


Level  II  Strapping  and  Cast  Application 


Level  II  Tube  or  Catheter  Changes  or 
Repositloninq 


Level  ill  Siqmoidoscopv  and  Anosc 


Level  V  Cystourethroscopy  and  other 
Genitourinary  Procedures 


Health  and  Behavior  Services 


Level  II  Pathol 


25.7008 


97.5997 


152.9428 


36.6478 


22.7705 


1.7779 


2.0640 


3.3593 


2.4943 


6.0581 


4.1626 


3.6804 


3.7205 


2.8298 


4.7291 


3.9752 


3.2040 


8.3063 


2.8236 


4.9803 


4.5288 


3.2584 


15.1962 


0.1168 


6.2192 


5.4802 


8.5379 


25.1663 


138.4242 


25.3785 


121.7668 


2.4305 


Payment  . 
Rate 


$1,697.77 


$6,447.34 


$10,103.25 


$2,420.92 


$1,504.20 


$117.45 


$136.35 


$221.91 


$164.77 


$400.19 


$274.98 


$243.12 


$245.77 


$186.93 


$312.40 


$262.60 


$211.65 


$548.71 


$186.52 


$328.99 


$299.17 


$215.25 


$1,003.85 


$7.72 


$410.83 


$362.02 


$564.01 


$1,662.46 


$9,144.16 


$1,676.48 


46.5013  1  $3,071.83 


$8,043.79 


$160.56 


15.5994  $1,030.48 


23.6827  I  $1,564.46 


45.8088  $3,026.08 


0.4065  $26.85 


0.2498  1  $16.50 


National 

Unadjusted 

Copayment 


$33.81 


$52.15 


$66.18 


$43.95 


$82.04 


$99.32 


$89.73 


$95.02 


$46.29 


$100.06 


$93.22 


$76.52 


$111.42 


$72.42 


$84.11 


$90.99 


$78.13 


$214.44 


$459.92 


$448.81 


$339.56 


$1,289.47 


$2,020.65 


$484.19 


$300.84 


*  $23.49 


$27.27 


$44.39 


$32.96 


$80.04 


$55.00 


$48.63 


$49.16 


$37.39 


$62.48 


$52.52 


$42.33 


$109.75 


$37.31 


$65.80 


$59.84 


$43.05 


$200.77 


$1.55 


$82.17 


$72.41 


$112.81 


$332.50 


$335.30 


$614.37 


$1,608.76 


$32.12 


$206.10 


$312.90 


$605.22 


$5.37 


$3.30 
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IISSBRS 

||SEB!S 

\msnm 


Group  Title 


Cardiac  Defect  Repair 


Level  I  Druq  /Vdministration 


Level  II  Drug  Administration 


Level  III  Drug  Administration 


Level  IV  Drug  Administration 


Level  V  Drug  Administration 


Dosimetric  Drug  Administration 


Level  1  Hospital  Clinic  Visits 


Level  2  Hospital  Clinic  Visits 


Level  3  Hospital  Clinic  Visits 


Level  4  Hospital  Clinic  Visits 


Level  5  Hospital  Clinic  Visits 


A  Emergency  Visits 


A  Emergency  Visits 


A  Emergency  Visits 


A  Emergency  Visits 


Level  5  Emergency  Visits 


Critical  Care 


Trauma  Response  with  Critical  Care 


Level  I  Vascular  Access  Procedures 


Level  II  Vascular  Access  Procedures 


Level  III  Vascular  Access  Procedures 


Phlebotomy  and  Minor  Vascular  Access 
Device  Procedures 


B  Emergency  Visits 


Level  2  Type  B  Emergency  Visits 


B  Emergency  Visits 


B  Emergency  Visits 


Level  IV  Breast  Surge 


Complex  Interstitial  Radiation  Source 
Application 


insertion  of  Intraperitoneal  and  Pleural 
Catheters 


Vascular  Reconstruction/Rstula  Repair 
with  Device 


Insertion/Replacement  of  a  permanent 
dual  chamber  pacemaker 


Insertion/Replacement/Conversion  of  a 
permanent  dual  chamber  pacemaker 


Transcatheter  Racement  of  Intracoronary 
Drug-Eluting  Stents 


rbaric  Oxygen 


m 

73 

73 


Relative 

Weight 


153.6340 


0.3768 


0.5469 


1.1152 


1.9470 


2.8454 


28.9015 


0.8277 


1.0439 


1.3585 


1.7192 


2.4477 


0.7972 


1.3040 


2.0694 


3.2987 


4.9032 


7.3479 


14.1558 


11.0653 


24.9153 


29.7476 


0.6043 


0.6840 


0.9302 


1.3418 


2.4093 


60.1165 


13.1120 


Payment 

Rate 


$10,148.91 


$24.89 


$36.13 


$ 


$128.62 


$187.96 


$1,909.20 


$54.68 


$68.96 


$89.74 


$113.57 


$161.69 


$52.66 


$86.14 


$136.70 


$217.91 


$323.90 


$485.39 


$935.12 


$730.96 


$1,645.88 


$1,965.10 


$39.92 


$45.18 


$61.45 


$88.64 


$159.16 


$3,971.24 


$866.17 


29.8670  1  $1,972.98 


46.8513  $3,094.95 


108.9884  $7,199.66 


143.9957  $9,512.21 


116.0944  $7,669.08 


1.5677  $103.56 


$12.70 


$21.06 


$34.50 


$48.49 


$72.86 


$111.59 


Minimum 

Unadjusted 


$2,029.79 


$4.98 


$7.23 


$14.74 


$25.73 


$37.60 


$381.84 


$10.94 


$13.80 


$17.95 


$22.72 


$32.34 


$10.54 


$17.23 


$27.34 


$43.59 


$64.78 


$97.08 


$187.03 


$146.20 


$329.18 


$393.02 


$7.99 


$9.04 


$12.29 


$17.73 


$31.84 


$794.25 


$173.24 


$394.60 


$618.99 


$1,439.94 


$1,902.45 


$1,533.82 


$20.72 
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Kii*  1 1 1  w  I)  1  a  [i  I 


Group  Title 


Level  ii  Otorhinolaryngologic  Function 
Tests 


Level  V  Pathol 


CTAn 


Level  I  Proton  Beam  Radiation  Thera 


ndicutarSkeleton 


Level  II  Proton  Beam  Radiation  Thera 


Level  I  An 


Level  III  Posterior  Segment  Eye 
Procedures 


Level  IV  Anterior 


Prostate  Cryoablatlon 


Thrombolysis  and  Thrombectom 


External  Counterpulsation 


Level  II  Resuscitation  artd  Cardioversion 


Insertion  of  Patient  Activated  Event 
Recorders 


Knee  Arthropla 


Level  V  Debridement  &  Destruction 


Level  II  Photochemothera 


Level  III  Needle  Biopsy/Aspiration  Except 
Bone  Marrow 


Revision/Removal  of  Neurostimulator 
Electrodes 


Revision/Removal  of  Neurostimulator 
Pulse  Generator  Receiver 


Level  II  Electronic  Analysis  of  Devices 


Level  I  Electrcxiic  Analysis  of  Devices 


Level  IV  Electronic  Analysis  of  Devices 


Level  III  Bectronic  Analysis  of  Devices 


Mohs  Surge 


Level  I  Echocardiogram  Without  Contrast 
Except  Transesophageal 


Level  II  Eye  Tests  &  Treatments 


Level  IV  Eye  Tests  &  Treatments 


Sr89  strontium 


Sm  153lexidronm 


Dexrazoxane  HCI  injection 


RIgrastim  300  meg  injection 


Pamidronate  disodium 


Sargramostim  injection 


Mesna  injection 


Relative 

Payment 

Weight 

Rate 

1.5831 

•  $104.58 

IBOSiS 

10.6477 

$703.38 

0.4798 

$31.70 

12.7244 

$840.56 

10.3351 

$682.73 

38.1751 

$2,521.81 

40.9535 

$2,705.35 

122.0254 

$8,060.88 

2.4525 

$162.01 

1.5475 

$102.23 

5.4782 

$361.88 

72.8054 

^$4,809.45 

186.5341 

$12,322.26 

7.2265 

$477.38 

2.7022 

$178.50 

9.5785 

$632.75 

19.6378 

$1,297.25 

29.5464 

$1,951.81 

0.5941 

$39.25 

0.3508 

$23.17 

2.4647 

$162.82 

1.6537 

$109.24 

4.5047 

$297.58 

3.8610 

$255.05 

0.9338 

$61.69 

14.4782 

$956.42 

$263.77 


$196.54 


$28.68 


$25.76 


$6.83 


$28.06 


$57.69 


$118.88 


$397.37 


$778.69 


$8.67 


$50.49 


$20.92 


$31.90 


$70.38 


$140.68 


$6.34 


$168.12 


$136.55 


$504.37 


$541.07 


$1,612.18 


$32.41 


$20.45 


$72.38 


$961.89 


$2,464.46 


$95.48 


$35.70 


$126.55 


$259.45 


$390.37 


$7.85 


$4.64 


$32.57 


$21.85 


$59.52 


$51.01 


$12.34 


$191.29 


$52.76 


$39.31 


$5.74 


$5.16 


$1.37 


i 
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Group  Title 


Ampho  b  cholestervl  sulfate 


Amphotericin  b  liposome  in 


Rasburicase 


Chlorothiazide  sodium  ini 


Dolasetron  mesylate 


Mechlorethamine  hcl  inj 


Dactinomvcin  injection 


Naltrexone,  depot  form 


Anidulafunain  injection 


Dolasetron  mesylate  oral 


Granisetron  hcl  injection 


Granisetron  hcl  1  mq  oral 


Ondansetron  hcl  injection 


Ondansetron  hcl  8  mq  oral 


Leuprolide  acetate 


ide  oral 


Vivaqiobin,  in 


Aldesleukin  injection 


Bcq  live  intravesical  vac 


Gosereiin  acetate  implant 


Carmustine  injection 


Asparaqinase  injection 


Daunorubicin  injection 


Daunorubicin  citrate  in 


Docetaxel  iniection 


Nelarabine  injection 


Floxuridine  injection 


Gemcitabine  hcl  injection 


Irinotecan  injection 


ifosfomide  injection 


Idarubicin  hcl  injection 


Interferon  alfa-2b  in 


|[KBSSni! 

IUSBIIIS 


Ian  hydrochi 


Fiudarabine  phosphate  in 


Peqasparqase  injection 


Pentostatin  injection 


Rituximab  injection 


Streptozocin  injection 


Payment 

Rate 


$11.78 


$15.82 


$152.34 


$189.58 


$4.52 


$141.96 


$486.26 


$1.85 


$1.34 


$56.00 


$4.25 


$17.54 


$0.19 


$3.86 


$435.72 


$28.79 


$6.94 


$792.77 


$112.33 


$185.87 


$161.32 


$56.97 


$16.58 


$55.04 


$328.32 


$96.09 


$49.58 


$132.54 


$36.30 


$33.16 


$230.09 


$39.76 


$95.34 


$14.45 


$345.15 


$1,593.94 


$217.03 


$2,569.13 


$1,592.03 


$524.58 


$193.00 


Minimum 

Unad|U8ted 

Copayment 

$2  36 

$3.17 

$30.47 

$37.92 

$0.91 

$28.40 


$97.26 


$0.37 


$0.27 


$11.20 


$0.85 


$3.51 


$0.04 


$0.78 


$87.15 


$5.76 


$1.39 


$158.56 


$22.47 


$37.18 


$32.27 


$11.40 


$3.32 


$11.01 


$65.67 


$18.86 


$9.92 


$26.51 


$7.26 


$6.64 


$46.02 


$7.96 


$19.07 


$2.89 


$69.03 


$318.79 


$43.41 


$513.83 


$318.41 


$104.92 


$38.60 


:L.'jqiaar 
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“ill 


RSV-ivi 


Interferon  beta-lb  /  .25  MG 


Ganciclovir  lonq  act  implant 


Injection  imiglucerase  /unit 


Adenosine  injection 


Gamma  qlobulin  5  CC  in 


Gamma  qlobulin  9  CC  in 


Gamma  qlobulin  10  CC  in 


Factor  viii 


Factor  viii  recombinant 


Payment 

Rate 


•  $92.76 


$913.-11 


$16.26 


$2,490.53 


$28.79 


$6.56 


$10.83 


$85.55 


$17.89 


$5.24 


$97.02 


$181.29 


$107.54 


$176.11 


$1.56 


$6.03 


$82.95 


$89.27 


$3.61 


$431.18 


$3.82 


$23.72 


$35.58 


$39.63 


$3.62 


$5.30 


$862.24 


$47.44 


$15.87 


$107.92 


$16,640.00 


$3.96 


$69.44 


$59.31 


$71.18 


$82.99 


$94.89 


$106.78 


$118.61 


$0.81 


$1.06 


Minimum 

Unadjusted 


$18.56 


$182.63 


$3.26 


$498.11 


$5.76 


$1.32 


$2.17 


$17.11 


$3.58 


$1.05 


$19.41 


$36.26 


$21.51 


$35.23 


$0.32 


$1.21 


$16.59 


$17.86 


$0.73 


$86.24 


$0.77 


$4.75 


$7.12 


$7.93 


$0.73 


$1.06 


$172.45 


$9.49 


$3.18 


$21.59 


$3,328.00 


$0.80 


$13.89 


$11.87 


$14.24 


$16.60 


$18.98 


$21.36 


$23.73 


$0.17 


$0.22 
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Group  Title 


Factor  ix  complex 


Anti-inhibitor 


Factor  IX  non-recombinant 


Factor  IX  recombinant 


Gamma  globulin  >  10  CC  in 


Capecitabine,  oral 


Clonidine  hydrochloride 


Octagam  injection 


lection 


Flebogamma  injection 


Gamunex  injection 


Whole  Wood  for  transfusion 


Reclast  injection 


te  each  unit 


RBC  leukocytes  reduced 


Plasma,  frz  between  8-24hour 


Plasma  protein  tract, 5%,50ml 


Platelets,  each  unit 


Plaelet  rich  plasma  unit 


Red  blood  cells  unit 


Washed  red  Wood  cells  unit 


Albumin  (human), 5%,  50ml 


Albumin  (human),  5%,  250  ml 


Albumin  (human),  25%,  20  ml 


Albumin  (human),  25%,  50ml 


Plasmaprotein  fract,5%.250ml 


Blood  split  unit 


Platelets  leukoreduced  irrad 


RBC  leukoreduced  irradiated 


Edetate  calcium  disodium  in 


recipitatereducedplasma 


ICE^ 


Platelets,  hla-m,  l/r,  unit 


Platelets  leukocytes  reduced 


Injection  qiatiramer  acetate 


Blood,  l/r,  froz/degly/wash 


Relative 

Weight 


0.8906 


3.4878 


0.6428 


2.8598 


1.1447 


0.2365 


1.1088 


5.9788 


2.0712 


3.9607 


Blood,  l/r,  irradiated 


2.9712 


0.4711 


1.9405 


3.8046 


1.2892 


2.1819 


10.7766 


1.6904 


1.5392 


7.2725 


3.4259 


Payment 

Rate 


$0.80 


$1.46 


$0.88 


$1.05 


$118.61 


$16.04 


$63.41 


$35.18 


$34.35 


$5.15 


$43.92 


$35.02 


$34.14 


$58.83 


$230.40 


$216.61 


$42.46 


$188.92 


$75.62 


$15.62 


$73.25 


$394.95 


$136.82 


$261.64 


$19.12 


$70.02 


$24.67 


$69.22 


$196.27 


$31.12 


$128.19 


$251.33 


$49.29 


$85.16 


$144.13 


$711.89 


$111.67 


$63.46 


$101.68 


$480.41 


$226.31 


$0.16 


$0.30 


$0.18 


•  $0.21 


$23.73 


$3.21 


$12.69 


$7.04 


$6.87 


$1.03 


$8.62 


$7.01 


$6.83 


$11.77 


$46.08 


$42.50 


$8.50 


$37.79 


$15.13 


$14.65 


$78.99 


$27.37 


$52.33 


$3.83 


$14.01 


$4.94 


$13.85 


$39.26 


$6.23 


$25.64 


$50.27 


$9.86 


$17.04 


$28.83 


$142.38 


$22.34 


$12.70 


$20.34 


$96.09 


$45.27 
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Group  Title 


Rate  pheres  ieukoredu  irrad 


er,  l/r  cmv-neg,  Irr 


RBC,  frz/deg/wsh,  l/r,  irrad 


RBC,  l/r,  cmv-neg,  irrad 


Pralidoxime  chloride  in 


Injection,  voriconazole 


1131  iodide  cap,  rx 


AdaKmumab  injection 


Denileukin  diftitox  in 


Temozolomide 


am  b  intravenous,  in 


Protein  c  concentrate 


relin  LA  implant 


1131  iodide  sol,  rx 


Inj,  epirubicin  hcl 


in],  temsirolimus 


Busulfan  injection 


Acetylcysteine  injection 


Foscamet  sodium  Injection 


Verteporfin  injection 


IBBBBB! 


ol  injection 


Octreotide  injection,  depot 


Factor  VIII 


Oxytetracycline  injection 


DiphOieiia  antitoxin 


ilic  viii/vwf  com 


IIBlQmfSBB 


Lyme  disease  vaccine,  im 


IDKSiBSlSiSr 


vacc  4-6  yr  im 


Calcitonin  salmon  injection 


Dimethyl  sulfoxide  50% 


Pentastarch  10%  solution 


Pentobarbital  sodium  in 


Sincalide  injection 


Inj  streptokinase  /250000  lU 


Relative 

Weight 


9.8927 


9.8282 


6.4286 


4.5631 


Payment 

Rate 


$653.50 


$649.24 


$424.67 


$301.43 


$83.55 


$5.19 


$338.53 


$1,405.27 


$8.09 


$43.92 


$11.96 


$14,609.22 


$439.71 


$5.34 


$47.90 


$11.93 


$2.15 


$10.50 


$9.15 


$19.01 


$26.26 


$101.89 


$0.98 


$78.08 


$165.50 


$182.05 


$0.81 


$33.64 


$72.67 


$31.99 


$20.51 


$49.92 


$48.04 


$64.31 


$158.76 


$7.78 


$60.01 


$43.99 


$78.00 


$130.70 


$129.85 


$84.94 


$60.29 


$16.71 


$1.04 


$67.71 


$281.06 


$1.62 


$8.62 


$2.40 


$2,866.71 


$87.95 


$1.07 


$9.40 


$2.39 


$0.43 


$2.10 


$1.83 


$3.81 


$5.26 


$20.38 


$0.20 


$15.62 


$33.10 


$36.41 


$0.17 


$6.60 


$14.54 


$6.40 


$4.11 


$9.98 


$9.61 


$12.87 


$31.76 


$1.56 


$12.01 


$8.80 


$15.60 
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Group  Title 


Urea  injection 


Hvaluronidase  recombinant 


Nabilone  oral 


Pllcamvcin  (mithramvcin)  in 


ICBjB 


Valrubicin  injection 


Levoleucovorin  injection 


Inj  iron  dextran 


tecan  oral 


Rotavirus  vacc  2  dose  oral 


Apliqraf  skin  sub 


Oasis  wound  matrix  skin  sub 


Oasis  bum  matrix  skin  sub 


inteqra  BMWD  skin  sub 


Inteqra  DRT  skin  sub 


Dermaqraft  skin  sub 


Graftiacket  skin  sub 


Inteqra  matrix  ^in  sub 


Primatrix  skin  sub 


Graftiacket  express  allograft 


Inteqra  flowable  wound  matri 


CorticotroDin  injection 


Etidronate  disodium  i 


New  Techno! 


New  Techno! 


New  Techno! 


New  Techn 


New  Techno! 


New  Tec 


New  Techno! 


New  Techn 


New  Techno! 


mBBSSBSlSSEl 

ffiJWHSIERSESl 

ssmsssn^sssm 

mmmmsi 

!BfBBEIia5S5S31 


messEsissEm 


New  Tech 


New  Technd 


New  Techno! 


New  Techno! 


New  Techno! 


Relative 

Weight 


Payment 

Rate 


$73.95 


$0.48 


$16.64 


$77.49 


$15.56 


$62.25 


$124.50 


$384.38 


$1.03 


$11.59 


$68.58 


$106.60 


$30.92 


$4.00 


$4.00 


$11.13 


$37.76 


$86.03 


$16.83 


$34.41 


$376.03 


$376.03 


$875.21 


$2,310.04 


$70.06 


$5.00 


$15.00 


$25.00 


$35.00 


$45.00 


$5.00 


$15.00 


$25.00 


$35.00 


$45.00 


$75.00 


$150.00 


$250.00 


$350.00 


$450.00 


National 

Unadjusted 


$14.79 


$0.10 


$3.33 


$15.50 


$3.12 


$12.45 


$24.90 


$2.32 


$13.72 


$21.32 


$6.18 


$0. 


$0.80 


$2.23 


$2.23 


$7.55 


$17.21 


$3.37 


$6.88 


$75.21 


$75.21 


$171.74 


$462.01 


$14.02 


$1.00 


$3.00 


$5.00 


$7.00 


$9.00 


$1.00 


$3.00 


$5.00 


$7.00 


$9.00 


$15.00 


$30.00 


$50.00 


$70.00 


$90.00 
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1507  New  Tech 


1508  NewTechnol 


1509  NewTechnol 


1510  NewTechnol 


New  Technology 
1511  $1000 


New  Technology 
1512  $1100 


New  Technology 
1513  $1200 


New  Technology 
1514  $1300 


New  Technology 
1515  $1400 


New  Technology 
1516  $1500 


New  Technology 
1517  $1600 


New  Technology 
1518  $1700 


New  Technology 
1519  $1800 


New  Technology 
1520  $1900 


New  Technology 
1521  $2000 


New  Technology 
1522  $2500 


New  Technology 
1523  $3000 


New  Technology 
1524  $3500 


New  Technology 
1525  $4000 


New  Technology 
1526  $4500 


New  Technology 
1527  $5000 


New  Technology 
1528  $5500 


New  Technology 
1529  $6000 


New  Technology 
1530  $6500 


1531  NewTechnol 


-Level XI  ($900- 


-  Level  XII  ($1000- 


-  Level  XIII  ($1100- 


-  Level  XIV  ($1200- 


-  Level  XV  ($1300- 


-  Level  XVI  ($1400- 


-  Level  XVII  ($1500- 


-  Level  XVIII  ($1600- 


-  Level  IXX  ($1700- 


-  Level  XX  ($1800- 


-  Level  XXI  ($1900- 


-  Level  XXII  ($2000- 


-  Level  XXIII  ($2500- 


-  Level  XXIV  ($3000- 


-  Level  XXV  ($3500- 


-  Level  XXVI  ($4000- 


-  Level  XXVII  ($4500- 


-  Level  XXVIII  ($5000- 


-  Level  XXIX  ($5500- 


-  Level  XXX  ($6000- 


Reiative  Payment 
Weight  Rate 


$550.00 


$650.00 


$750.00 


$850.00 


$950.00 


$1,050.00 


$1,150.00 


$1,250.00 


$1,350.00 


$1,450.00 


$1,550.00 


$1,650.00 


$1,750.00 


$1,850.00 


$1,950.00 


$2,250.00 


$2,750.00 


$3,250.00 


$3,750.00 


$4,250.00 


$4,750.00 


$5,250.00 


$5,750.00 


$6,250.00 


$6,750.00 


$110.00 


$130.00 


$150.00 


$170.00 


$190.00 


$210.00 


$230.00 


$250.00 


$270.00 


$290.00 


$310.00 


$330.00 


$350.00 


$370.00 


$390.00 


$450.00 


$550.00 


$650.00 


$750.00 


$850.00 


$950.00 


$1,050.00 


$1,150.00 


$1,250.00 


$1,350.00 
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Group  Title 


$7000) 


New  Technology  -  Level  XXXII  ($7000- 
$7500) 


New  Technology  -  Level  XXXIII  ($7500- 
$8000) 


New  Technology  -  Level  XXXIV  ($8000- 
$8500) 


New  Technology  -  Level  XXXV  ($8500- 
$9000) 


New  Technology  -  Level  XXXVI  ($9000- 
$9500) 


New  Technology  -  Level  XXXVII  ($9500- 
$10000 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technol 


New  Technology  -  Level  XI  ($900  - 
$1000) 


New  Technology  -  Level  XII  ($1000  - 
$1100) 


New  Technology  -  Level  XIII  ($1100- 
$1200) 


New  Technology  -  Level  XIV  ($1200- 
$1300) 


New  Technology  -  Level  XV  ($1 300  - 
$1400) 


New  Technology  -  Level  XVI  ($1400  - 
$1500) 


New  Technology  -  Level  XVII  ($1500- 
$1600) 


New  Technology  -  Level  XVIII  ($1600- 
$1700) 


New  Technology  -  Level  XIX  ($1700- 
$1800) 


New  Technology  -  Level  XX  ($1800- 
$1900) 


New  Technology  -  Level  XXI  ($1900- 
$2000) 


New  Technology  -  Level  XXII  ($2000- 


Relative  Payment 
SI  Weight  Rate 


$9,750.00 


$75.00 


$150.00 


$250.00 


$350.00 


$450.00 


$550.00 


$650.00 


$750.00 


$850.00 


$950.00 


$1,050.00 


$1,150.00 


$1,250.00 


$1,350.00 


$1,450.00 


$1,550.00 


$1,650.00 


$1,750.00 


$1,850.00 


$1,950.00 


$2,250.00 


$1,450.00 


$1,550.00 


$1,650.00 


$1,750.00 


$1,850.00 


$1,950.00 


$15.00 


$30.00 


$50.00 


$70.00 


$90.00 


$110.00 


$130.00 


$150.00 


$170.00 


$190.00 


$210.00 


$230.00 


$250.00 


$270.00 


$290.00 


$310.00 


$330.00 


$350.00 


$370.00 


$390.00 


$450.00 


gti:  ^•igt{J’*V  'J/ii!;  '*.  V-'* ‘ 
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Group  Title 


$2500) 


New  Technology  -  Level  XXIIl  ($2500- 
$3000) 


New  Technology  -  Level  XXIV  ($3000- 
$3500) 


New  Technology  -  Level  XXV  ($3500- 
$4000) 


New  Technology  -  Level  XXVI  ($4000- 
$4500) 


New  Technology  -  Level  XXVII  ($4500- 
$5000) 


New  Technology  -  Level  XXVIII  ($5000- 
$5500) 


New  Technology  -  Level  XXIX  ($5500- 
$6000) 


New  Technology  -  Level  XXX  ($6000- 
$6500) 


New  Technology  -  Level  XXXI  ($6500- 
$7000) 


New  Technology  -  Level  XXXII  ($7000- 
$7500) 


New  Technc^ogy  -  Level  XXXIII  ($7500- 
$8000) 


New  Technology  -  Level  XXXIV  ($8000- 
$8500) 


New  Technology  -  Level  XXXV  ($8500- 
$9000) 


New  Technology  -  Level  XXXVI  ($9000- 
$9500) 


New  Technology  -  Level  XXXVII  ($9500- 
$10000 


Abciximab  injection 


EptiftbatkJe  injection 


Etanercept  injection 


Rho{D)  immune  globulin  h,  sd 


Oaclizumab,  parenteral 


Trastuzumab  injection 


,  im 


Baclofen  intrathecal  trial 


Alefacept 


Y90  Ibritumomab,  rx 


1131  tositumomab,  rx 


Tetanus  immune  globulin  in 


hate 


lljcUJIjW.TIS! 


i  -  'j 
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Group  Title 


P32  chromic  phosphate 


rotonin,  10,000  kiu 


Basiliximab 


Corticoreiin  ovine  triflutal 


Darbepoetin  alfa,  non-esrd 


tin  alfa,  non-esrd 


Diqoxin  immune  fab  (ovine 


Ethanoiamine  oleate 


Fomepizole 


Hemin 


Lepirudin 


Ziconotide  injection 


Nesiritide  injection 


Palifermin  injection 


Peoaptanib  sodium  injection 


ini  secretin  synthetic  human 


Treprostinil  injection 


Ovine,  1(XX)  USP  units 


Humate-P,  in 


Factor  viia 


Azacitidine  injection 


Clofarabine  injection 


Vantas  implant 


Paclitaxel  protein  bound 


,  non-str,  Gold-198 


Brachybc,  non-str,  HDR  lr-192 


.  NS,  Non-HDRIr-192 


Oxaliplatin 


Pegademase  bovine,  25  iu 


Diazoxide  injection 


Urofollitropin,  75  iu 


Methyidopate  hcl  injection 


Brachyb(,  non-str, Yttrium-90 


Iodine  1-125  sodium  iodide 


Brachytx,  non-str,  HA,  1-125 


Brojhybt,  non-str,  HA,  P-103 


Brachy  linear,  non-str,  P-1 03 


BrachyU,  stranded,  1-125 


,  non-stranded,l-125 


Brachybc,  stranded,  P-103 


Brachybc,  non-stranded,P-103 


Relative  Payment 
Weight  Rate 


$2.60 


$1,565.52 


$4.31 


‘  $2.91 


$8.92 


$484.63 


$147.14 


$11.63 


$7.45 


$173.32 


$6.37 


$33.91 


$11.18 


$1,002.76 


$19.93 


$55.95 


$130.62 


$0.86 


$1.21 


$4.50 


$113.61 


$1,430.40 


$8.63 


$9.38 


$221.87 


$112.16 


$50.03 


$12.39 


$0.52 


$3 


$0.87 


$0.59 


$1.79 


$96.93 


$29.43 


$2.33 


$1.49 


$34.67 


$1.28 


$6.79 


$2.24 


$200.56 


$3.99 


$11.19 


$26.13 


$0.18 


$0.25 


$0.90 


$22.73 


$280.68 


$1.73 


$1.88 


$44.38 


$22.44 


$10.01 


$2.48 


i- 
r ' 
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Group  Title 


I  Brachytx,  stranded,  C-131 


I  Brachytx,' non-stranded.C-1 31 


Brachytx,  stranded,  NOS 


1  Brachyb(,  non-stranded,  NOS 


Immune  globulin,  powder 


Quinupristin/dalfopristin 


Sumatriptan  succinate 


Bivalirudin 


Sermorelin  acetate  injection 


Amifostine 


Gonadorelin  hvdroch 


Oprelvekin  injection 


Oral  busulfan 


Somatropin  injection 


Teniposide 


Urokinase  250,000  lU  in 


MorK)clonal  antibodies 


Tirofiban  HCi 


Capecitabine,  oral 


Infliximab  injection 


Ini  trimetrexate  qlucoronate 


Doxorubicin  hcl  li 


Alteplase  recombinant 


Filarastim  480  mca  injection 


Leuprolide  acetate  implant 


Aminolevulinic  acid  hd  t 


Cardiac  Electrophysiologic  Evaluation  and 
Ablation  Composite 


LDR  Prostate  Brachytherapy  Composite 
Level  I  Extended  Assessment  & 
Management  Composite 


Level  II  Extended  Assessment  & 
Management  Composite 


Ultrasound  Composite 


CT  and  CTA  without  Contrast  Composite 


CT  and  CTA  with  Contrast  Composite 


MRI  and  MRA  without  Contrast  Com 


MRI  and  MRA  with  Contrast  Composite 


Linezolid  injection 


Tenecteplase  injection 


Relative 

Weight 


142.5732 


45.9446 


10.2140 


2.9170 


6.2937 


9.6142 


10.7639 


14.9915 


National 

Payment  Unadjusted 
Rate 


$28.68 


$137.14 


$71.21 


$2.30 


$11.87 


•  $1.71 


$416.03 


$176.89 


$242.00 


$2.74 


$49.82 


$297.01 


$449.09 


$1,083.34 


$7.18 


$4.82 


$56.00 


$146.89 


$421.41 


$32.26 


$301.43 


$1,661.45 


$115.29 


$9,418.24 


$3,035.05 


$375.70 


$674.73 


$192.69 


$415.76 


$635.10 


$711.05 


$990.32 


$28.18 


$1,929.45 


$5.74 


$27.43 


$14.25 


$0.46 


$2.38 


$0.35 


$83.21 


$35.38 


$48.40 


$0.55 


$9.97 


$59.41 


$89.82 


$216.67 


$1.44 


$0.97 


$11.20 


$29.38 


$84.29 


$6.46 


$60.29 


$332.29 


$23.06 


$1,883.65 


$607.01 


$134.95 


$38.54 


$83.16 


$127.02 


$142.21 


$198.07 


$5.64 


$385.89 


Federal  Register/ Vol.  73,  No.  2,23 /Tuesday,  November  18,  2008 /Rules  and  Regulations 


68837 


ADDENDUM  A.~FINAL  OPPS  APCs  FOR  CY  2009 


Group  Title 


Palivizumab 


Gemtuzumab  ozoaamicin  in 


Reteplase  injection 


Tacrolimus  injection 


Arsenic  trioxide  injection 


cophenoiate  mofetil  oral 


Botulinum  toxin  type  B 


Caspofunqin  acetate 


Sirdimus,  oral 


IM  inj  interferon  beta  1-a 


Rho  d  immune  qlobulin 


Amphotericin  b  lipid  complex 


Baclofen  10  MG  injection 


Cidofovir  injection 


Ini  estroqen  conjuqate 


Glucaqon  hydrochloride 


Ibutilide  fumarate  injection 


Iron  sucrose  injection 


Itraconazole  injection 


Antithymocyte  qlobuln  rabbit 


Thyrotropin  injection 


Alemtuzumab  injection 


Zoiedronic  acid 


Injection,  pegfilgrastim  6m 


Injection,  Fulvestrant 


Injection,  argatroban 


TrIptorelin  pamoate 


Daptomycin  injection 


ridone,  long  actin 


Natalizumab  injection 


Rabies  ig,  im/sc 


Rabies  ig,  heat  treated 


Varicella-zoster  ig,  im 


Bcq  vaccine,  c)ercuf 


Rabies  vaccine,  im 


Rabies  vaccine,  id 


Meningococcal  vaccine,  sc 


Meningococcal  vaccine,  im 


Bortezomib  injection 


Aqalsidase  beta  injection 


Laronidase  injection 


Payment 

Rate 


$882.44 


$2,448.21 


$828.27 


$136.97 


$33.88 


$3.09 


$8.94 


$14.47 


$8.24 


$143.90 


$26.36 


$10.05 


$184.28 


$747.70 


$74.17 


$71.40 


$364.11 


$0.36 


$36.84 


$365.31 


$961.31 


$540.84 


$210.02 


$2,155.11 


$79.70 


$19.87 


$149.61 


$0.37 


$4.86 


$7.44 


$89.18 


$96.22 


$109.88 


$115.88 


$144.11 


$112.29 


$92.09 


$80.46 


$34.68 


$128.54 


$24.14 


$176.49 


$489.65 


$165.66 


$27.40 


$6.78 


$0.62 


$1.79 


$2.90 


$1.65 


$28.78 


$5.28 


$2.01 


$36.86 


$149.54 


$14.84 


$14.28 


$72.83 


$0.08 


$7.37 


$73.07 


$192.27 


$108.17 


$42.01 


$431.03 


.  $15.94 


$3.98 


$29.93 


$0.08 


$0.98 


$1.49 


$17.84 


$19.25 


$21.98 


$23.18 


$28.83 


'  $22.46 


$18.42 


$16.10 


$6.94 


$25.71 


$4.83 
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ADDENDUM  A.-FINAL  OPPS  APCs  FOR  CY  2009 


Group  Title 


Palonosetron  hcl 


Pemetrexed  injection 


Bevacizumab  injection 


Cetuximab  injection 


Abarelix  injection 


Leuprolide  acetate  suspnsion 


enolic  acid 


Galsutfase  injection 


Ruocinolone  acetonide  impit 


in  sodium  injection 


Ibandronate  sodium  injection 


AbatacepI  injection 


Decitabine  injection _ 


idursulfase  iNection 


RanibiTiifnsb  injection 


Alglucos^se  alfa  injection 


Panitumumab  iniectlon 


Ecuiizumab 


inj,  lanreotide  acetate 


inj,  levetiracetam 


Injecdon,  ixabepilone 


tion,  fosaprepitant 


Bendamustine  injection 


Reoadenoson  injection 


Injection,  romipiostim 


Inj,  gadoxetate  disodium 


Ini,  cievldipine  butyrate 


Omalizumab  injection 


Veritas  collagen  matrix,  cm2 


Neuromatrix  nerve  cuff,  cm 


TenoGlide  tendon  prot,  cm2 


SurglMend,  0.5cm2 


Implant,  bone  void  filler 


Plateists,  irradiated 


Platelet  pheres  leukoreduced 


Platelet  pheresis  irradiated 


Fr  frz  plasma  dotior  retested 


RBC  deqlyceroiizpri 


RBC  irradiated 


Relative 


Payment 

Rate 


$16.13 


2.4890 


7.7934 


7.1078 


0.9726 


5.1685 


3.7950 


$56.29 


$48.82 


$67.32 


$169.68 


$2.56 


$325.95 


$18,980.00 


$1.24 


$1.09 


$137.65 


$18.51 


$26.23 


$450.71 


$402.31 


$124.80 


$176.38 


$26.21 


$0.41 


$65.15 


$0.65 


$1.57 


$18.70 


$214.49 


$45.05 


$13.78 


6.15 


$17.79 


$11.18 


$212.46 


$28.32 


$10.55 


$56.71 


$164.42 


$514.82 


$469.53 


$64.25 


$341.43 


$250.69 


Minimum 

Unadjusted 

Copayment 


$3.23 


$9.28 


$11.26 


$9.77 


$13.47 


$33.94 


$0.52 


$65.19 


$3,796.00 


$0.25 


$0.22 


$27.53 


$3.71 


$5.25 


$90.15 


$80.47 


$24.96 


$16.19 


$34.61 


$5.25 


$0.08 


$12.78 


$0.13 


$0.31 


$3.67 


$42.09 


$8.84 


$2.70 


$1.21 


$3.56 


$2.19 


$41.69 


$5.56 


$2.07 


$11.13 


$32.89 


$102.97 


$93.91 


$12.85 


$68.29 


$50.14 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WfflCH  PAYMENT  IS  PACKAGED) 


ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
aNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

'  "!  1  CY2009  I  ^ 


HCPCS 

Code 


001 6T 


0017T 


0027T 


0031 T 


0032T 


0046T 


0047T 


0084r 


0088T 


0099T* 


0100T 


0101T 


0102T 


0123T 


0124T* 


0137T 


0170T 


0176T 


0177T 


0186T 


0190T 


0191T 


0192T 


10021 


10022 


10040 


10060 


10061 


10080 


10081 


10120 


10121 


10140 


10160 


Short  Descriptor 


Thermotx  choroid  vase  lesion 


Photocoaquiat  macular  drusen 


Endoscopic  epidural  lysis 


Cath  lavage,  mammary  duct(s 


Cath  lavage,  mammary  duetts 


Temp  prostate  urethral  stent 


ue  base  vol  reduxn 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

indicator 


Prosth  retina  receive&qen 


Extracorp  shockwv  tx,hi  enr 


lacement 


Prostate  saturation  samplin 


r 


u  canal  dilat  w/o  retent 


Aqu  canal  dilat  w  retent 


Suprachoroidal  druq  delive 


Place  intraoc  radiation  sre 


insert  ant  segment  drain  int 


Insert  ant  seqment  drain  ext 


Fna  w/o  imaqe 


Fna  w/imaqe 


Drainaqe  of  skin  abscess 


Drainaqe  of  skin  abscess 


Drainaqe  of  pilonidal  cyst 


Drainaqe  of  pilonidal  cyst 


Drainaqe  of  hematoma/fluid 


Puncture  drainage  of  lesion 


Second  Year 
Transition 
Payment 
Weight 

5.6826 


16.3241 


37.2245 


29.1375 


29.1375 


23.3013 


30.2669 


35.7384 


35.7384 


21.771 


39.9338 


1.3967 


1.2285 


CY2009 
Second  Year 
Transition 
Payment 


$235.22 


$235.22 


$675.70 


$1,540.83 


$1,206.09 


$1,206.09 


$ 


$1,252.84 


$1,479.32 


$1,479.32 


$901.17 


$901.17 


$964.51 


$1,652.98 


$57.81 


$180.53 


$33.42 


$50.85 


1.3776 

$57.02 

3.1716 

$131.28 

1.7252 

$71.41 

13.0039 

$538.27 

1.8298 

$75.74 

1.3776 

$57.02 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  eind  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  w*iich  the  program  payment  is  75  percent  and  the 
ber>eficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  "office-based,*  whose  designation  as  office4>ased  is  temporary  because  we  have  insufficient  daims  data.  We  vwll 
reconsider  tNs  designation  \M(en  new  daims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

10180 

Y 

A2 

14.7056 

$608.71 

11000 

Debiide  infected  skin 

Y 

P3 

0.5926 

$24.53 

11001 

Debride  infected  skin  add-on 

Y 

P3 

0.2005 

$8.30 

11010 

Debride  skin,  fx 

Y 

A2 

5.1448 

$212.96 

11011  . 

Oebride  skin/muscle,  fx 

Y 

A2 

5.1448 

$212.96 

11012 

Debride  skin/muscle/bone,  fx 

Y 

A2 

5.1448 

$212.96 

11040 

Debride  skin,  partial 

Y 

P3 

0.5402 

$22.36 

11041 

Debride  skin,  full 

Y 

P3 

0.6013 

$24.89 

11042 

Debride  skin/tissue 

Y 

A2 

3.267 

$135.23 

11043 

Debride  tissue/muscle 

Y 

A2 

3.267 

$135.23 

11044 

Debride  tissue/muscle/bone 

Y 

A2 

8.5068 

$352.12 

11055 

Trim  skin  lesion 

Y 

P3 

0.6361 

$26.33 

11056 

Trim  skin  lesions,  2  to  4 

Y 

P3 

0.697 

$28.85 

11057 

Trim  skin  lesions,  over  4 

Y 

CH 

P2 

0.8075 

$33.42 

11100 

Y 

P2 

1.4792 

$61.23 

11101 

Y 

P3 

0.3486 

$14.43 

11200 

Removal  of  skin  tags 

Y 

P2 

0.8075 

$33.42 

11201 

Remove  skin  tags  add-on 

Y 

P3 

0.1394 

$5.77 

11300 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11301 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11302 

Shave  skin  lesion 

Y 

P2 

0.8075 

11303 

Shave  skin  lesion 

Y 

P2 

1.4792 

$61.23 

11305 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11306 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11307 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11308 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11310 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11311 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11312 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11313 

Shave  skin  lesion 

Y 

P2 

0.8075 

$33.42 

11400 

Exc  tr-ext  b9+marg  0.5  <  cm 

Y 

P3 

1.6643 

$68.89 

11401 

Exc  tr-ext  b9+marg  0.6-1  cm 

Y 

P3 

1.8733 

$77.54 

11402 

Exc  tr-ext  b9+marg  1 .1  -2  cm 

Y 

P3 

2.0564 

$85.12 

11403 

Exc  tr-ext  b9+marg  2.1-3  cm 

Y 

P3 

2.1958 

$90.89 

11404 

Exc  tr-ext  b9+marg  3.1-4  cm 

Y 

A2 

11.673 

$483.18 

11406 

Exc  tr-ext  b9+marg  >  4.0  cm 

Y 

A2 

13.0039 

$538.27 

11420 

Exc  h-f-nk-sp  b9+marg  0.5  < 

Y 

P3 

1.5597 

$64.56 

11421 

Exc  h-f-nk-sp  b9+marg  0.6-1 

Y 

P3 

1.8907 

$78.26 

NOTE:  The  Medicare  program  paymerrt  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
arrxMjnt,  except  for  screening  ftexibie  sigmoidoscopies  arKi  screening  colorroscopies  for  \M)ich  the  program  payment  is  75  percent  and  the 
berieficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  Mil 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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HCPCS 

Code 


11422 


11423 


11424 


11426 


11440 


11441 


11442 


11443 


11444 


11446 


11450 


11451 


11462 


11463 


11470 


11471 


11600 


11601 


11602 


11603 


11604 


11606 


11620 


11621 


11622 


11623 


11624 


11626 


11640 


11641 


11642 


11643 


11644 


11646 


11719 


11720 


11721 


.  11730 


Short  Descriptor 


Exc  h-f*nk-sp  b9+marg  1.1-2 


bOfmara  >  4  cm 


Exc  face-mm  b9+mara  0.5  <  cm 


Exc  face-mm  bOHnara  0.6-1  cm 


Exc  face-mm  b9+mara  1.1-2  cm 


Exc  face-mm  bS+marq  2.1-3  cm 


Exc  face-mm  bOfmard  3.1-4  cm 


Exc  face-mm  b9+marg  >  4  cm 


Removal,  sweat  gland  lesion 


Removal,  sweat  gland  lesion 


Removal,  sweat  gland  lesion 


Removal,  sweat  gland  lesion 


Removal,  sweat  gland  lesion 


Removal,  sweat  gland  lesion 


Exc  tr-ext  miq-fmarq  0.5  <  cm 


Exc  tr-ext  miq+marq  0.6-1  cm 


Exc  tr-ext  mlq+marq  1 .1-2  cm 


Exc  tr-ext  mkj+marq  2.1-3  cm 


Exc  tr-ext  m 


Exc  tr-ext  mlq+marq  >  4  cm 


Exc  h-f-nk-SD  mkj+marq  0.5  < 


Exc  h-f-nk-SD  mlq+mara  0.6-1 


Exc  h-f-nk-sp  mlq+marq  1.1-2 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


lOgasHEfflasB 

i^msnssmssmEsm 


Exc  face-mm  maliq+marq  0.5  < 


Exc  face-mm  meiliq+marq  0.6-1 


Exc  face-mm  maliq+mara  1.1-2 


Exc  face-mm  maliq+marg  2.1-3 


Exc  face-mm  maliq+marq  3.1-4 


Exc  face-mm  mlq+marq  >  4  cm 


Debride  nail,  1-5 


Debride  nail,  6  or  more 


Removal  of  nail  plate 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

2.0651 

$85.48 

2.3004 

$95.22 

13.0039 

$538.27 

15.9027 

$658.26 

1.7863 

$73.94 

2.0651 

$85.48 

2.2741 

$94.13 

2.5181 

$104.23 

7.9477 

$328.98 

15.9027 

$658.26 

15.9027 

$658.26 

15.9027 

$658.26 

15.9027 

$658.26 

15.9027 

$658.26 

15.9027 

$658.26 

15.9027 

$658.26 

2.3439 

$97.02 

2.8406 

$117.58 

3.1281 

$129.48 

3.3196 

$137.41 

8.9547 

$370.66 

13.0039 

$538.27 

2.4224 

$100.27 

2.8754 

$119.02 

3.1976 

$132.36 

3.4416 

$142.46 

13.0039 

$538.27 

15.9027 

$658.26 

2.5618 

$106.04 

3.0235 

$125.15 

3.3721 

$139.58 

3.6335 

$150.40 

13.0039 

$538.27 

15.9027 

$658.26 

0.2962 

$12.26 

0.366 

$15.15 

0.4443 

$18.39 

1  0.8075 

$33.42 

NOTE:  The  Mecicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amourrt,  except  for  screening  flexibie  sigmoidoscopies  and  screenirrg  cokxtosoopies  for  v^h  the  program  paynoent  is  75  percent  and  the 
benefic^  coinsurarx^  is  25  percent. 


’Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  rtew  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-FINAL 
INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY.2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Remove  nail  plate,  add-on 


Drain  blood  from  under  nail 


Removal  of  nail  bed 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
TransHion 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

P3 

0.4443 

$18.39 

P2 

0.4079 

$16.88 

P3 

2.3526 

$97.38 

P3 

3.2675 

$135.25 

P3 

1.6293 

$67.44 

G2 

3.3557 

$138.90 

P3 

2.9974 

$124.07 

P2 

0.8075 

$33.42 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

P3 

0.7407 

$30.66 

P2 

0.8075 

$33.42 

P3 

2.3439 

$97.02 

P3 

2.5792 

$106.76 

P3 

0.8364 

$34.62 

P3 

0.854 

$35.35 

P3 

1.063 

$44.00 

P2 

1.2797 

$52.97 

P2 

1.2797 

$52.97 

A2 

15.5239 

$642.58 

A2 

28.119 

$1,163.93 

A2 

14.5718 

$603.17 

P3 

1.5597 

1  •  $64.56 

P2 

0.6301 

$26.08 

P2 

0.6301 

$26.08 

P2 

0.6301 

$26.08 

P2 

0.6301 

$26.08 

P2 

1.2797 

$52.97 

P2 

1.2797 

i  $52.97 

P2 

1.2797 

$52.97 

A2 

1.7145 

$70.97 

A2 

1.7145 

$70.97 

A2 

1.7145 

$70.97 

P2 

1.2797 

$52.97 

P2 

1.2797 

$52.97 

P2 

1.2797 

$52.97 

G2 

1.2797 

$52.97 

Repair  superficial  woundfs 


NOTE;  rbe  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screenmg  flexible  signnoidoscopies  and  screening  cokxxjscopies  tor  ^ich  the  program  payment  is  75  percent  and  the 
berteficiary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  "office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  vtoen  new  claims  data  become  available. 
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ADDENDUM  AA.-HNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Proce^re 
Discounting 

Comment 

indicator 

i 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

12016 


12017 


12018 


12020 


12021 


12031 


12032 


12034 


12035 


12036 


12037 


12041 


12042 


12044 


12045 


12046 


12047 


12051 


12052 


12053 


12054 


12055 


12056 


12057 


13100 


13101 


13102 


13120 


13121 


13122 


13131 


13132 


13133 


13150 


13151 


13152 


13153 


13160 


Repair  superficial  woundls 


Closure  of 


Closure  of 


Intmd  wnd 


Intmd  wnd 


Intmd  wnd 


intmd  wnd 


Intmd  wnd 


Intmd  wnd 


Intmd  wnd 


split  wound 


split  wound 


repair  s/tr/ext 


repair  s/tr/ext 


repair  s/tr/ext 


repair  s/tr/ext 


repair  s/tr/ext 


repair  s/tr/ext 


repair  n-hf/qenit 


nit 


enit 


Intmd  wruJ  repair  n-hq/qenit 


enit 


Intmd  wnd  repair  n-hq/qenit 


Intmd  wnd  repair  face/mm 


Intmd  wnd  repair  face/mm 


Intmd  wnd  repair  face/mm 


Intmd  wnd  repair,  face/mm 


Intmd  wr»d  repair  face/mm 


Intmd  wnd  repair  face/mm 


Intmd  wnd  repair  face/mm 


Repair  of  wound  or  lesion 


Repair  of  wound  or  lesion 


Repair  wound/lesion  add-on 


Repair  of  wound  or  lesion 


Repair  of  wound  or  lesion 


Repair  wound/lesion  add-on 


Repair  of  wound  or  lesion 


Repair  of  wound  or  lesion 


Repair  wound/lesion  add-on 


Repair  of  wound  or  lesion 


Repair  of  wound  or  lesion 


Repair  of  wound  or  lesion 


Repair  wound/lesion  add-on 


Late  closure  of  wound 


1.7145 


1.7145 


1.7145 


3.2348 


2.7524 


1.2797 


3.3557 


1.7145 


1.7145 


2.7524 


5.4857 


1.2797 


1.2797 


1.7145 


2.7524 


2.7524 


5.4857 


1.2797 


1.2797 


1.2797 


1.7145 


2.7524 


2.7524 


5.4857 


5.9679 


5.9679 


3.2348 


2.7524 


2.7524 


2.7524 


2.7524 


2.7524 


2.7524 


5.9679 


5.9679 


5.9679 


2.7524 


15.5239 


$70.97 


$70.97 


$70.97 


$133.90 


$113.93 


$52.97 


$138.90 


$70.97 


$70.97 


$113.93 


$227.07 


$52.97 


$52.97 


$70.97 


$113.93 


$113.93 


$227.07 


$52.97 


$70.97 


$113.93 


$113.93 


$227.07 


$247.03 


$247.03 


$133.90 


$113.93 


$113.93 


$113.93 


$113.93 


$113.93 


$113.93 


$247.03 


$247.03 


$247.03 


$113.93 


$642.58 


NOTE:  Ttte  MedKare  program  payment  is  80  percent  of  the  total  payment  amount  arxl  beneficiary  coinsurance  is  20  percent  of  tf>e  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  v^ihich  the  program  payment  is  75  percent  and  the 
berteficiary  coinsurarx^e  is  25  percent. 


•Refers  to  codes  designated  as ’office-based,*  w^iose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
recotisider  this  designation  w^ien  new  claims  data  become  available. 
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68845 


ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
aNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


Short  Descriptor 


Skin  tissue  rearranqement 


Skin  tissue  rearranqement 


Skin  tissue  rearrangement 


Skin  tissue  rearrangement 


Skin  tissue  rearrangement 


Skin  tissue  rearranqement 


Skin  tissue  rearrangement 


Skin  tissue  rearrangement 


Skin  tissue  rearrangement 


Skin  tissue  rearra 


Wound  prep,  addi  100  cm 


Wound  prep,  f/n/hf/ 


Wnd  prep,  f/n/hf/g.  addI  cm 


Harvest  cultured  skin  graft 


Skin  pinch  graft 


Skin  spit  grft,  trnk/arm/le 


Skin  spit  grft  t/a/l,  add-on 


Epidrm  autoqrft  tmk/arm/Ie 


idrm  autogrft  t/a/l  add-on 


lOBEEIEIBiSB 


Epidrm  a-qrft  f/n/hf/q  addi 


Skn  spit  a-qrft  fac/nck/hf/ 


Skn  spit  a-qrft  f/n/hf/q  add 


Derm  autograft,  tmk/arm/1 


Derm  autograft  t/a/l  add-on 


Derm  autograft  face/nck/hf/ 


Derm  autograft,  f/n/hf/q  add 


Culte 


Cult  epiderm  graft  t/a/l  +% 


Cult  epiderm  graft,  f/n/hf/ 


Cult  e 


Cult  epiderm  grft  f/n/hfg  +% 


s 


Acell  graft  t/arm/leq  add-on 


Acellular  graft,  f/n/hf/ 


Acell  graft,  f/n/hf/q  add-on 


Subject  to 
MuRiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

13.0418 

$539.84 

A2 

13.7956 

$571.04 

A2 

13.7956 

$571.04 

A2 

13.7956 

$571.04 

A2 

13.0418 

$539.84 

A2 

13.7956 

$571.04 

A2 

13.7956 

$571.04 

A2 

13.7956 

$571.04 

A2 

17.6912 

$732.29 

A2 

16.2776 

$673.78 

A2 

5.9679 

$247.03 

A2 

5.9679 

$247.03 

A2 

5.9679 

$247.03 

A2 

5.9679 

$247.03 

A2 

2.7524 

$113.93 

A2 

5.9679 

$247.03 

A2 

15.5239 

’  $642.58 

A2 

16.2776 

$673.78 

A2 

7.4133 

$306.86 

A2 

6.0824 

$251.77 

A2 

7.4133 

$306.86 

A2 

6.0824 

$251.77 

A2 

15.5239 

$642.58 

A2 

16.2776 

$673.78 

A2 

13.0418 

$539.84 

A2 

11.7107 

$484.74 

A2 

13.0418 

$539.84 

A2 

11.7107 

$484.74 

A2 

7.4133 

$306.86 

A2 

6.0824 

$251.77 

A2 

6.0824 

$251.77 

A2 

7.4133 

$306.86 

A2 

6.0824 

$251.77 

A2 

6.0824 

$251.77 

G2 

3.3557 

$138.90 

G2 

3.3557 

$138.90 

G2 

4.3203 

$178.83 

G2 

4.3203 

$178.83 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  arxl  beneficiary  coinsurarx:e  is  20  percent  of  the  total  payment 
amount,  except  for  screening  liable  sigmoidoscopies  and  screerung  colonoscopies  for  vi4)ich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  desigrrated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mII 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-F1NAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 

gNCLUDlNG  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

" "  CY  2009 

Subject  to  Second  Year 

Short  Deseriotor  fTT  Tnins»ion 

Short  Descriptor  Procedure  Indicator  Indicator  payment 

Discounting  weight 

13.7956 


15200 


15201 


15220 


15221 


15240 


15241 


15260 


15261 


15300 


15301 


15320 


15321 


15330 


15331 


15335 


15336 


15340 


15341 


15360 


15361 


15365 


15366 


15400 


15401 


15420 


15421 


15430 


15431 


15570 


15572 


15574 


15576 


15600 


15610 


15620 


15630 


15650 

15731 


Skin  full  graft,  trunk 


Skin  full  graft  trunk  add-on 


Skin  full  graft  scip/arm/le 


Skin  full  graft  add-on 


Skin  full  qrft  face/genit/hf 


Skin  full  graft  add-on 


Skin  fuH  graft  een  &  li 


Skin  fuH  graft  add-on 


lET 

IE! 


acell  grft  f/n/hf/g  add 


Iv  cult  skin  substitute 


sknallogrft  t/a/l  add! 


Iv  skin  alloqrft  f/n/hf/ 


sknallogrft  f/n/hfg  add 


IE9 


IB3! 
E3S 


Iv  cult  derm  sub,  t/a/l 


cult  derm  sub  t/a/l  add 


AddIv  cult  derm  sub  f/n/hf/ 


Iv  cult  derm  f/hf/g  add 


rftt/a/I  add 


IE!!!!ff!!0!?!SilSi5SS! 

IE5! 

IE5i 
IE3! 


Iv  skn  xarft  f/n/hf/g  add 


Iv  acellular  xenograft 


Iv  acellular  xgraft  add 


Form  skin 


Form  skin 


Form  skin 


Form  skin 


SIdn  graft 


Skin  graft 


Skin  graft 


SWn  graft 


Sal 


icie  fla 


icie  fla 


icIe  fla 


Forehead  flap  w/vasc 


11.5964 


13.0418 


5.9679 


13.7956 


5.9679 


13.0418 


11.5964 


5.9679 


5.9679 


5.9679 


5.9679 


5.9679 


5.9679 


5.9679 


5.9679 


3.3557 


3.3557 


3.3557 


3.3557 


3.3557 


3.3557 


5.9679 


5.9679 


5.9679 


5.9679 


5.9679 


16.2776 


16.2776 


16.2776 


16.2776 


16.2776 


16.2776 


17.6912 


16.2776 


18.7157 


16.2776 


CY  2009 
Second  Year 
Transition 
Payment 

$571.04 


$247.03 


$571.04 


$539.84 


$480.01 


$247.03 


$247.03 


$247.03 


$247.03 


$247.03 


$247.03 


$247.03 


$247.03 


$138.90 


$138.90 


$138.90 


$138.90 


$138.90 


$138.90 


$247.03 


$247.03 


$247.03 


$247.03 


$673.78 


$673.78 


$673.78 


$673.78 


$673.78 


$732.29 


$673.78 


$774.70 


$673.78 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  arxJ  bwreSciary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  v»(hich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based.'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 


Ijl 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Short  Descriptor 


15732  Muscle-skin  graft,  head/neck 


15734  Muscle-skin  graft,  trunk 


15736  Muscle-skin  graft,  arm 


15738  Muscle-skin  graft,  I 


15740  Island  pedicle  flap  graft 


15750  Neurovascular  pedicle  graft 


15760  Com 


15770  Derma-fat-fascia  graft 


15775  Hair  transplant  punch  grafts 


1 5776  Hair  transplant  punch  grafts 


15780  Abrasion  treatment  of  skin 


1 5781  Abrasion  treatment  of  skin 


15782  Abrasion  treatment  of  skin 


1 5783  Abrasion  treatment  of  skin 


15786  Abrasion,  lesion,  single 


15787  Abrasion,  lesions,  add-on 


15788  Chemical  peel,  face,  epiderm 


15789  Chemical  peel,  face,  dermal 


15792  Chemical  peel,  nonfacial 


15793  Chemical  peel,  nonfacial 


15819  Plastic  surgery,  neck 


15820  Revision  of  lower  eyelid 


15821  Revision  of  lower  eyelid 


15822  Revision  of  u 


15823  Revision  of  u 


15824  Removal  of  forehead  wrinkles 


15825  Removal  of  neck  wrinkles 


15826  Removal  of  brow  wrinkles 


15828  Removal  of  face  wrinkles 


15829  Removal  of  skin  wrinkles 


15830  Exc  skin  abd 


15832  Excise  excessive  skin  tissue 


15833  Excise  excessive  skin  tissue 


15834  Excise  excessive  skin  tissue 


15835  Excise  excessive  skin  tissue 


15836  Excise  excessive  skin  tissue 


15837  Excise  excessive  skin  tissue 


15838  Excise  excessive  skin  tissue 


NOTE:  The  Medicare  program  paymerX  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
ber^efidary  coinsurarrce  is  25  percent. 

'Refers  to  codes  designated  as  ‘office-based,*  Morose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wH 
reconsider  this  designation  when  new  claims  data  become  available. 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

13.0418 

$539.84 

A2 

15.5239 

$642.58 

A2 

15.5239 

$642.58 

A2 

16.2776 

$673.78 

A2 

4.4476 

$184.10 

A2 

4.4476 

$184.10 

P3 

9.9157 

$410.44 

P2 

4.3646 

$180.66 

P2 

4.3646 

$180.66 

P2 

2.6609 

$110.14 

P2 

0.8075 

$33.42 

P3 

0.732 

$30.30 

P2 

0.8075 

$33.42 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

0.8075 

$33.42 

G2 

3.3557 

$138.90 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

18.7157 

$774.70 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

16.2776 

$673.78 

A2 

18.7157 

$774.70 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

A2 

14.4573 

$598.43 

A2 

13.7579 

$569.48 

G2 

15.5016 

$641.66 

G2 

15.5016 

$641.66 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
_ (INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

Subject  to  CY 

Short  Descriptor  rT""* 

Code  Procedure  Indicator  Indicator 

Discounting  Pa^ 

15839 


15840 


15841 


15842 


15845 


15847 


15850 

15851 

15852 
15860 

15876 

15877 

15878 

15879 
15920 
15922 
15931 

15933 

15934 

15935 

15936 

15937 

15940 

15941 

15944 

15945 

15946 

15950 

15951 

15952 

15953 
15956 
15958 
16000 
16020 
16025 
16030 
16035 


Short  Descriptor 


Excise  excessive  skin  tissue 


Graft  for  face  nerve  pals 


Graft  for  face  nerve  pals 


\nssmmsam 


Skin  and  muscle  repair,  face 


Exc  skin  abd  add-on 


Removal  of  sutures _ 

Removal  of  sutures _ 

Dressing  change  not  for  bum 
Test  for  blood  flow  in  graft 
Suction  assisted  lipectomy 
Suction  assisted  lipectomy 
Suction  assisted  lipectomy 
Suction  assisted  lipectomy 
Removal  of  tail  bone  ulcer 
Removal  of  tail  bone  ulcer 
Remove  sacrum  pressure  sore 
Remove  sacrum  pressure  sore 
Remove  sacrum  pressure  sore 
Remove  sacrum  pressure  sore 
Remove  sacrum  pressure  sore 
Remove  sacrum  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  thigh  pressure  sore 


Second  Year 
Transition 
Payment 
Weight 


CY2009 
Second  Year 
Transition 
Payment 


Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  hip  pressure  sore 
Remove  thigh  pressure  sore 
Remove  thigh  pressure  sore 
Remove  thigh  pressure  sore 
Remove  thigh  pressure  sore 
Remove  thigh  pressure  sore 
Remove  thigh  pressure  sore 
Initial  treatment  of  bum(s) 
Dress/debrid  p-thick  bum,  s 
Dress/debrid  p-thick  bum,  m 
Dress/debrid  p-thick  bum,  I 
Incision  of  bum  scab,  initi 


A2 

13.7579 

$569.48 

A2 

17.6912 

$732.29 

/\2 

17.6912 

$732.29 

G2 

20.5411 

$850.26 

A2 

17.6912 

$732.29 

A2 

16.6567 

$689.47 

2.6609 

1.2111 

0.6301 

0.6301 

16.2776 

16.2776 

16.2776 

16.2776 

5.1448 

17.6912 

16.6567 

16.6567 

16.2776 

17.6912 

15.2091 

17.6912 
16.6567 
16.6567 
16.2776 

17.6912 

17.6912 
16.6567 

18.07 

13.7956 

15.2091 

13.7956 

15.2091 

0.6535 

0.9934 

1.53 

1.9155 

1.4792 


$110.14 

$50.13 

$26.08 

$26.08 

$673.78 

$673.78 

$673.78 

$673.78 

$212.96 

$732,29 

$689.47 

$689.47 

$673.78 

$732.29 

$629.55 

$732.29 

$689.47 

$689.47 

$673.78 

$732.29 

$732.29 

$689.47 

$747.97 

$571.04 

$629.55 

$571.04 

$629.55 

$27.05 

$41.12 

$63.33 

$79.29 

$61.23 


NOT^  The  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 

anK^.  except  for  screening  ftexiWe  signK)ldoscopies  and  screening  colonoscopies  for  vvhich  the  program  payment  is  75  percent  and  the 

benefiaary  coinsurance  IS  25  percent.  r-  » 

^  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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lDDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


68849 


HCPCS 

Code 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


ADDENDUM  AA.-FINAL 
(INCLUDING  SURGICAL 


Short  Descriptor 


Destruct  premaig  lesion 


Destruct  oremalg  les,  2-14 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruct  b9  lesion,  1-14 


Destruct  lesion,  15  or  more 


Chemical  cautery,  tissue 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Destruction  of  skin  lesions 


Mohs,  1  stage,  h/n/hf/ 


Mohs  addl  stage 


Mohs,  1  stage,  t/a/l 


Mohs,  addl  stage,  t/a/l 


Mohs  surg,  addl  block 


Cryotherapy  of  skin 


Skin  peel  thera 


Hair  remoyal  by  electrolysis 


Drainage  of  breast  lesion 


Drain  breast  lesion  add-on 


Incision  of  breast  lesion 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  tor  scraenir>g  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

P2 

0.8075 

$33.42 

P3 

0.0959 

$3.97 

P3 

2.1086 

$87.28 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

0.8075 

$33.42 

P2 

1.4792 

$61.23 

P3 

1.1154 

$46.17 

P3 

1.1937 

$49.41 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

2.6609 

$110.14 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

1.4792 

$61.23 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

1.4792 

$61.23 

P3 

2.2045 

$91.25 

P3 

2.5181 

$104.23 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

2.6609 

$110.14 

P2 

4.3925 

$181.82 

P2 

4.3925 

$181.82 

P2 

4.3925 

$181.82 

P2 

4.3925 

$181.82 

P3 

0.9934 

$41.12 

P3 

0.3573 

$14.79 

P2 

0.8075 

$33.42 

R2 

0.8075 

$33.42 

P3 

1.6817 

$69.61 

P3 

0.2266 

$9.38 

/\2 

14.7056 

$608.71 

‘Refers  to  codes  designated  as  ‘office-based,*  \Miose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wilt 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WfflCH  PAYMENT  IS  PACKAGED) 


CY2009 


HCPCS 

Code 


19030 


19100 


19101 


19102 


19103 


19105 


19110 


19112 


19120 


19125 


19126 


19290 


19291 


19295 


19296 


19297 


19298 


19300 


19301 


19302 


19303 


19304 


19316 


19318 


19324 


19325 


19328 


19330 


19340 


19342 


19350 


19355 


19357 


19366 


19370 


19371 


19380 


19396 


Short  Descriptor 


Bx  breast  percut  w/device 


ra  ablate  fa.  each 


itkxi 


Excise  breast  duct  fistula 


Removal  of  breast  lesion 


Excision,  breast  lesion 


Excision,  add!  breast  lesion 


Place  needle  wire,  breast 


Place  needle  wire,  breast 


Place  breast  clio.  oercut 


Place  po  breast  cath  for  rad 


Place  breast  cath  for  rad 


Place  breast  rad  tube/caths 


Removal  of  breast  tissue 


P-mastectomv  w/ln  removal 


Mast,  simple,  complete 


Mast,  su 


Suspension  of  breast 


Reduction  of  large  breast 


Enlarge  breast 


Enlarge  breast  with  implant 


Removal  of  breast  implant 


Removal  of  implant  material 


Immediate  breast  prosthesis 


Delayed  breast  prosthesis 


Breast  reconstruction 


Correct  inverted  ni 


Breast  reconstruction 


Breast  reconstruction 


of  breast  capsule 


Removal  of  breast  capsule 


Revise  breast  reconstruction 


Design  custom  breast  implant 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Second  Year 
Transition 
Payment 
Weiqht 


5.0076 


15.7283 


6.4289 


11.2521 


32.7384 


15.7283 


16.4823 


16.4823 


16.4823 


16.4823 


45.0813 


45.0813 


45.0813 


17.8955 


16.4823 


31.4792 


23.7898 


23.7898 


23.7898 


27.18 


27.18 


45.0813 


20  2916 


20.2916 


25.0127 


35.3168 


17.8955 


23.7898 


37.7549 


24.8146 


23.7898 


23.7898 


28.2048 


32.7384 


CY2009 
Second  Year 
Transition 
Payment 


$207.28 


$651.04 


$465.76 


$1,355.14 


$651.04 


$682.25 


$682.25 


$682.25 


$682.25 


$1,866.05 


$1,866.05 


$1,866.05 


$740.75 


$682.25 


$1,303.02 


$984.73 


$984.73 


*  $984.73 


$1,125.06 


$1,125.06 


$1,866.05 


$839.93 


$839.93 


$1,035.35 


$1,461.87 


$740.75 


$984.73 


$1,562.79 


$1,027.15 


$984.73 


$984.73 


$1,167.48 


$1,355.14 


NOTE:  The  Mecfcare  pfogram  psq^ent  is  80  percent  of  the  total  payment  amount  aixl  beneficiaiy  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoictoscopies  and  screening  cotorxscopies  for  v^ich  the  program  payment  is  75  percent  and  the 
berteficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  "office-based,"  whose  desigrution  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  v4ien  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


CY2009 


HCPCS 

Code 


20000 


20005 


20103 


20150 


20200 


20205 


20206 


20220 


20225 


20240 


20245 


20250 


20251 


20500 


20501 


20520 


20525 


20526 


20550 


20551 


20552 


20553 


20555 


20600 


20605 


20610 


20612 


20615 


20650 


20662 


20663 


20665 


20670 


20680 


20690 


20692 


20693 


20694 


Short  Descriptor 


Incision  of  abscess 


Incision  of  deep  abscess 


Muscle  bi 


Needle  bio 


Bone  bi 


Bone  biopsy,  trocar/needle 


Bone  bio 


Bone  biopsy,  excisional 


msmmBmm 


Ther  injection,  carp  tunnel 


Ini  tendon  sheath/liqament 


Ini  tendon  oriqin/insertion 


Inj  triqqer  point,  1/2  musci 


Place  ndl  musc/bs  for  rt 


Drain/inject,  ioint/bursa 


Drain/inject,  ioint/bursa 


Drain/inject,  ioint/bursa 


IKw«!TrTu«ffTt«MiT»TfwrW 


Treatment  of  bone  cyst 


Insert  and  remove  bone  pin 


lication  of  pelvis  brace 


lication  of  thiqh  brace 


Removal  of  fixation  device 


Removal  of  su 


Removal  of  su 


ly  bone  fixation  device 


Iv  bone  fixation  device 


/Xdiust  bone  fixation  device 


Remove  bone  fixation  device 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Second  Year 
Transition 
Payment 
Weiqht 


1.3776 


15.8725 


15.5772 


44.2241 


13.0039 


13.7579 


6.4289 


6.9881 


12.6799 


15.9027 


16.6567 


16.6265 


16.6265 


1.3768 


2.3178 


16.6567 


0.7494 


0.5663 


0.5576 


0.5402 


0.6013 


29.1375 


0.575 


0.6448 


0.9062 


0.61 


2.5531 


16.6265 


21.2387 


21.2387 


0.6301 


11.673 


16.6567 


19.822 


20.5759 


16.6265 


14.5416 


CY2009 
Second  Year 
Transition 
Payment 


$57.02 


$657.01 


$644.79 


$1,830.57 


$538.27 


$569.48 


$266.11 


$289.26 


$524.86 


$658.26 


$689.47 


$688.22 


$688.22 


$56.99 


$95.94 


$689.47 


$31.02 


$23.44 


$23. 


$22.36 


$24.89 


$1,206.09 


$23.80 


$26.69 


$37.51 


$25.25 


$105.68 


$688.22 


$879.13 


$879.13 


$26.08 


$483.18 


$689.47 


$820.49 


$851.70 


$688.22 


$601.92 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  v4vch  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as 'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.~nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


20950 


20972 


20973 


20975 


20979 


20932 


20985 


20986 


20987 


21010 


21015 


21025 


21026 


21029 


21030 


21031 


21032 


21034 


21040 


21044 


21046 


21047 


21048 


21050 


21060 


21070 


21073* 


Short  Descriptor 


Comp  multiplane  ext  fixation 


Comp  ext  fixate  strut  change 


Replantation  digit,  complete 


Removal  of  bone  for  graft 


Removal  of  bone  for  graft 


Remove  cartilage  for  graft 


Remove  cartilage  for  graft 


Removal  of  fascia  for  graft 


Removal  of  fascia  for  graft 


Removal  of  tendon  for  graft 


Removal  of  tissue  for  graft 


Ruid  pressure,  muscle 


Bone/skin  graft,  metatarsal 


Bone/skin  graft,  great  toe 


Electrical  bone  stimulation 


Us  bone  stimulation 


Ablate,  bone  tumorfs 


BsaHEBaaras? 


Incision  of  law  joint 


Resection  of  facial  tumor 


Excision  of  bone,  lower  jaw 


Contour  of  face  bone  lesion 


Excise  max/zvQoma  b9  tumor 


Remove  exostosis,  mandible 


Remove  exostosis,  maxilla 


Excise  max/ 


Excise  mandible  lesion 


Removal  of  jaw  bone  lesion 


Remove  mandible  cyst  complex 


Remove  maxilla 


Removal  of  jaw  joint 


Remove  jaw  kxnt  cartilage 


Remove  coronoid  process 


Mnpj  of  tmj  w/anesth 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

29.1375 

$1,206.09 

19.3776  1 

$802.10 

27.3022 

$1,130.12 

20.5759 

$851.70 

21.9892 

$910.20 

16.2776 

$673.78 

16.2776 

$673.78 

15.2091 

$629.55 

13.7956 

$571.04 

21.9892 

$910.20 

9.5806 

$396.57 

1.3776 

$57.02 

46.114 

$1,908.80 

46.114 

$1,908.80 

0.5663 


44.2241 


25.6688 


25.6688 


25.6688 


6.0556 


5.01 


5.1059 


26.4228 


17.3227' 


25.6688 


25.6688 


25.6688 


40.8314 


26.4228 


25.6688 


26.4228 


4.7051 


$23.44 


$1,830.57 


$717.04 


$596.58 


$1,062.51 


$1,062.51 


$1,062.51 


$250.66 


$207.38 


$211.35 


$1,093.72 


$717.04 


$1,062.51 


$1,062.51 


$1,062.51 


$1,690.13 


$1,093.72 


$1,062.51 


$1,093.72 


$194.76 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  toteil  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  desigrration  when  new  claims  data  become  avaiiable. 
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ADDENDUM  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

21076 


21077 


21079 


21080 


21081 


21082 


21083 


21084 


21085 


21086 


21087 


21088 


21100 


21110 


21116 


21120 


21121 


21122 


21123 


21125 


21127 


21137 


21138 


21139 


21150 


21181 


21198 


21199 


21206 


21208 


21209 


21210 


21215 


21230 


21235 


21240 


21242 


21243 


Prepare  face/orat  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Prepare  face/oral  prosthesis 


Maxillofacial  fixation 


Ihterdental  fixation 


Reconstruction  of  chin 


Reconstruction  of  chin 


Reconstruction  of  chin 


Reconstruction  of  chin 


Augmentation,  lower  jaw  bone 


Augmentation,  lower  jaw  bone 


Reduction  of  forehead 


Reduction  of  forehead 


Reduction  of  forehead 


Reconstruct  midface,  lefort 


Contour  cranial  bone  lesion 


Reconstr  Iwr  jaw  segment 


Reconstr  Iwr  jaw  w/advance 


Reconstruct  u 


Augmentation  of  facial  bones 


Reduction  of  facial  bones 


Face  bone  graft 


Lower  jaw  bone  graft 


Rib  cartilage  graft 


Ear  cartilage  graft 


Reconstruction  of  jaw  joint 


Reconstruction  of  jaw  joint 


Reconstruction  of  jaw  joint 


8.1642 


19.7355 


14.1328 


16.2066 


14.9344 


14.2113 


14.0021 


16.1107 


6.3955 


13.9236 


13.9412 


40.8314 


25.6688 


7.3454 


$337.94 


$816.91 


$585.00 


$670.84 


$618.18 


$588.25 


$579.59 


$666.87 


$264.73 


$576.34 


$577.07 


$1,690.13 


$1,062.51 


$304.05 


A2 

23.7893 

$984.71 

A2 

23.7893 

$984.71 

A2 

23.7893 

$984.71 

A2 

23.7893 

$984.71 

A2 

23.7893 

$984.71 

A2 

36.187 

$1,497.89 

G2 

24.1393 

$999.20 

G2 

40.8314 

$1,690.13 

G2 

40.8314 

$1,690.13 

G2 

40.8314 

$1,690.13 

A2 

23.7893 

$984.71 

G2 

40.8314 

$1,690.13 

G2 

40.8314 

$1,690.13 

A2 

28.8609 

$1,194.64 

A2 

32.1354 

$1,330.18 

A2 

28.8609 

$1,194.64 

A2 

32.1354 

$1,330.18 

A2 

32.1354 

$1,330.18 

A2 

32.1354 

$1,330.18 

A2 

23.7893 

$984.71 

A2 

27.8361 

$1,152.22 

A2 

28.8609 

$1,194.64 

A2 

28.8609 

$1,194.64 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  arxi  berrefictary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  cokXKiscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  'office-based.*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  \^en  new  claims  data  become  available. 
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ADDENDUM  AA.-HNAL 
INCLUDING  SURGICAL 


HCPCS 

Code 

Short  Descriptor 

21244 

Reconstruction  of  lower  jaw 

21245 

Reconstruction  of  jaw 

21246 

Reconstruction  of  jaw 

21248 

Reconstruction  of  jaw 

21249 

Reconstruction  of  jaw 

21260 

Revise  eye  sockets 

21267 

Revise  eye  sockets 

21270 

Augmentation,  cheek  bone 

21275 

Revision,  orbitofacial  bones 

21280 

Revision  of  eyelid 

21282 

Revision  of  eyelid 

21295 

Revision  of  jaw  muscle/bone 

21296 

Revision  of  jaw  muscle/bone 

21310 

Treatment  of  nose  fracture 

21315 

Treatment  of  nose  fracture 

21320 

Treatment  of  nose  fracture 

21325 

Treatment  of  nose  fracture 

21330 

Treatment  of  nose  fracture 

21335 

Treatment  of  nose  fracture 

21336 

Treat  nasal  septal  fracture 

21337 

Treat  nasal  septal  fracture 

21338 

Treat  nasoethmoid  fracture 

21339 

Treat  nasoethmoid  fracture 

21340 

Treatment  of  nose  fracture 

21345 

Treat  nose/jaw  fracture 

21355 

Treat  cheek  bone  fracture 

21356 

Treat  cheek  bone  fracture 

21360 

Treat  cheek  bone  fracture 

21390 

Treat  eye  socket  fracture 

21400 

1  Treat  eye  socket  fracture 

21401 

Treat  eye  socket  fracture 

21406 

Treat  eye  socket  fracture 

21407 

Treat  eye  socket  fracture 

21421 

Treat  mouth  roof  fracture 

21440 

Treat  dental  ridge  fracture 

21445 

Treat  dental  ridge  fracture 

21450 

Treat  lower  jaw  fracture 

ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Subject  to 
Muttipie 
Procedure 
Discounting 


Comment 

Indicator 


Treat  lower  jaw  fracture 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

A2 

32.1354 

A2 

32.1354 

A2 

32.1354 

A2 

32.1354 

A2 

32.1354 

G2 

40.8314 

A2 

32.1354 

A2 

28.8609 

A2 

32.1354 

A2 

28.8609 

A2 

16.8507 

A2 

7.595 

A2 

15.9918 

A2 

2.3168 

A2 

10.1807 

A2 

13.6586 

A2 

19.49 

A2 

20.5148 

A2 

23.7893 

A2 

19.8258 

A2 

13.6586 

A2 

19.49 

A2 

20.5148 

A2 

27.8361 

A2 

23.7893 

A2 

26.4228 

A2 

18.0767 

G2 

24.1393 

G2 

40.8314 

A2 

8.9259 

A2 

14.4126 

G2 

40.8314 

G2 

40.8314 

A2 

19.49 

P3 

8.2079 

A2 

19.49 

A2 

3.3875 

CY  2009 
Second  Year 
Transition 
Payment 


$1,330.18 


'  $1,330.18 


$1,330.18 


$1,330.18 


$1,330.18 


$1,690.13 


$1,330.18 


$1,194.64 


$1,330.18 


$1,194.64 


$697.50 


$314.38 


$661.95 


$95.90 


$421.41 


$565.37 


$806.75 


$849.17 


$984.71 


$820.65 


$565.37 


$806.75 


$849.17 


$1,152.22 


$984.71 


$1,093.72 


$748.25 


$999.20 


$1,690.13 


$369.47 


$596.58 


$1,690.13 


$806.75 


$339.75 


$806.75 


$140.22 


$378.32 


NOTE:  The  Medfeare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  cotonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurarx^  is  25  percent. 


Refers  to  codes  destgrrated  as  ‘office-based,*  whose  desi'jnation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  w^ren  new  claims  data  become  avail£tble. 
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ADDENDUM  AA.--nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


21452 


21453 


21454 


21461 


21462 


21465 


21480 


21485 


21490 


21495 


21497 


21501 


21502 


21550 


21557 


21600 


21610 


21685 


21700 


21720 


21725 


21800 


21805 


21820 


21920 


21925 


21930 


21935 


22102 


22103 


22305 


22310 


22315 


22505 


22520 


22521 


Short  Descriptor 


Treat  tower  law  fracture 


Treat  tower  law  fracture 


Treat  tower  law  fracture 


Treat  tower  jaw  fracture 


Treat  tower  jaw  fracture 


Treat  tower  law  fracture 


Reset  dislocated  jaw 


Reset  dislocated  jaw 


Repair  dislocated  jaw 


Treat  hyoid  bone  fracture 


Interdental  wirin 


Drain  neck/chest  lesion 


Drain  chest  lesion 


of  neck/chest 


Remove  lesion,  neck/chest 


Remove  lesion,  neck/chest 


Remove  tumor,  neck/chest 


Partial  removal  of  rib 


Partial  removal  of  rib 


Hyoid  myotomy  &  suspension 


Revision  of  neck  muscle 


Revision  of  neck  muscle 


Revision  of  neck  muscle 


Treatment  of  rib  fracture 


Treatment  of  rib  fracture 


Treat  sternum  fracture 


soft  tissue  of  back 


soft  tissue  of  back 


Remove  lesion,  back  or  flank 


Remove  tumor,  back 


Remove  part,  lumbar  vertebra 


Remove  extra  spine  seoment 


Treat  spine  process  fracture 


Treat  spine  fracture 


Treat  spine  fracture 


Manipulation  of  spine 


Percut  vertebroplasty  thor 


Percut  vertebroplastv  lumb 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

13.6586 

$565.37 

A2 

26.4228 

$1,093.72 

A2 

20.5148 

$849.17 

A2 

27.8361 

$1,152.22 

A2 

28.8609 

$1,194.64 

A2 

27.8361 

$1,152.22 

A2 

2.3168 

$95.90 

A2 

13.6586 

$565.37 

A2 

26.4228 

$1,093.72 

G2 

16.8109 

$695.85 

A2 

13.6586 

$565.37 

A2 

14.7056 

$608.71 

A2 

15.8725 

$657.01 

G2 

15.5016 

$641.66 

A2 

15.9027 

$658.26 

A2 

15.9027 

$658.26 

G2 

21.299 

$881.63 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

G2 

7.3454 

$304.05 

A2 

15.8725 

$657.01 

A2 

16.6265 

$688.22 

A2 

1.7307 

$71.64 

A2 

1.9994 

$82.76 

A2 

17.6585 

$730.94 

A2 

1.9994 

$82.76 

P3 

3.5549 

$147.15 

A2 

15.9027 

$658.26 

A2 

15.9027 

$658.26 

A2 

16.6567 

$689.47 

G2 

47.3966 

$1,961.89 

G2 

47.3966 

$1,961.89 

A2 

1.9994 

$82.76 

A2 

4.2179 

$174.59 

A2 

$451.57 

A2 

12.843 

$531.61 

A2 

30.3402 

$1,255.87 

A2 

30.3402 

$1,255.87 

NOTE  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  toted  payment 
amount,  except  for  screening  flexMe  sigmoidoscopies  and  screening  colonoscopies  for  wdiich  the  program  payment  is  75  percent  and  the 
ben^iciary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  ‘office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  Mil 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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ADDENDUM  AA-~F1NAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

(^e 


22522 


22523 


22524 


22525 


22900 


23000 


23020 


23030 


23031 


23035 


23040 


23044 


23065 


23066 


23075 


23076 


23077 


23100 


23101 


23105 


23106 


23107 


23120 


23125 


23130 


23140 


23145 


23146 


23150 


23155 


23156 


23170 


23172 


23174 


23180 


23182 


23184 


23190 


Short  Descriptor 


Percut  vertebr 


Percut  k 


Percut  kyphopiasty,  lumbar 


Percut  kyphopiasty,  add-on 


Remove  abdominal  wall  lesion 


its 


Release  shoulder  joint 


Drain  shoulder  lesion 


Drain  shoulder  bursa 


Drain  shoulder  bone  lesion 


Explorat 


lIsHS 


'  shoulder  tissues 


shoulder  tissues 


Removal  of  shoulder  lesion 


Removal  of  shoulder  lesion 


Remove  tumor  of  shoulder 


of  shoulder  joint 


Remove  shoulder  joint  linin 


Incision  of  collarborte  joint 


Explore  treat  shoulder  joint 


Partial  removal,  collar  bone 


Removal  of  collar  bone 


Remove  shoulder  bone,  part 


Removal  of  bone  lesion 


Removal  of  bone  lesion 


Removal  of  bone  lesion 


Removal  of  humerus  lesion 


Removal  of  humerus  lesion 


Removal  of  humerus  lesion 


Remove  collar  bone  lesion 


Remove  shoulder  blade  lesion 


Remove  humerus  lesion 


Remove  collar  bone  lesion 


Remove  shoulder  blade  lesion 


Remove  humerus  lesion 


Partial  removal  of  scapula 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

30.3402 

$1,255.87 

G2 

84.4396 

$3,495.21 

G2 

84.4396 

$3,495.21 

•  G2 

84.4396 

$3,495.21 

A2 

18.07 

$747.97 

A2 

13.0039 

$538.27 

A2 

27.3653 

$1,132.73 

A2 

13.3745 

$553.61 

A2 

15.4594 

$639.91 

A2 

16.6265 

$688.22 

A2 

20.5759 

$851.70 

A2 

21.9892 

$910.20 

P3 

2.4572 

$101.71 

A2 

15.9027 

$658.26 

A2 

13.0039 

$538.27 

A2 

15.9027 

$658.26 

A2 

16.6567 

$689.47 

A2 

15.8725 

$657.01 

A2 

26.2885 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

23.014 

$952.62 

A2 

23.014 

$952.62 

A2 

30.5571 

$1,264.85 

A2 

18.0398 

$746.72 

A2 

23.014 

$952.62 

A2 

23.014 

$952.62 

A2 

21.9892 

$910.20 

A2 

23.014 

$952.62 

/K2 

23.014 

$952.62 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

fS2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount  except  for  screening  ftexijle  sigmoidoscopies  and  screening  colonoscopies  tor  which  the  program  payment  is  75  percent  and  tf>e 
beneficiary  coirrsurance  is  25  percent. 


•Refers  to  codes  designated  as  ’office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


23195 


23330 


23331 


23350 


23395 


23397 


23400 


23405 


23406 


23410 


23412 


23415 


23420 


23430 


23440 


23450 


23455 


23460 


23462 


23465 


23466 


23480 


23485 


23490 


23491 


23500 


23505 


23515 


23520 


23525 


23530 


23532 


23540 


23545 


23550 


23552 


23570 


23575 


Short  Descriptor 


Removal  of  head  of  humerus 


Remove  shoulder  foreign  bod 


Remove  shoulder  foreign 


Muscle  transfer,shoulder/arm 


Muscle  transfers 


Fixation  of  shoulder  blade 


Incision  of  tendon  &  muscle 


Incise  tendonfs)  &  musclefs 


Reiaair  rotator  cuff,  acute 


Repair  rotator  cuff,  chronic 


Release  of  shoulder  ligament 


Repair  of  shoulder 


Repair  biceps  tendon 


RemoveAransplant  tendon 


Repair  shoulder  capsule 


Repair  shoulder  capsule 


Repair  shoulder  capsule 


le 


le 


Repair  shoulder  capsule 


Revision  of  collar  bone 


Revision  of  collar  bone 


Reinforce  clavicle 


Reinforce  shoulder  bones 


Treat  clavicle  fracture 


Treat  clavicle  fracture 


Treat  clavicle  fracture 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  clavicle  dislocation 


Treat  shoulder  blade  fx 


Treat  shoulder  blade  fx 


Subject  to 
Multiple 
Procedure 
Discounting 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

23.014 

$952.62 

7.9477 

$328.98 

14.5718 

$603.17 

30.5571 

$1,264.85 

53.9396 

$2,232.72 

26.2885 

$1,088.16 

19.822 

$820.49 

19.822 

$820.49 

30.5571 

$1,264.85 

33.8316 

$1,400.39 

30.5571 

$1,264.85 

33.8316 

$1,400.39 

29.5325 

$1,222.44 

29.5325 

$1,222.44 

50.6651 

$2,097.18 

53.9396 

$2,232.72 

50.6651 

$2,097.18 

33.8316 

$1,400.39 

50.6651 

$2,097.18 

33.8316 

$1,400.39 

29.5325 

$1,222.44 

53.9396 

$2,232.72 

28.119 

$1,163.93 

48.227 

$1,996.26 

1.9994 

$82.76 

10.9093 

$451.57 

36.5127 

$1,511.37 

4.2179 

$174.59 

4.2179 

$174.59 

26.9062 

$1,113.73 

19.8258 

$820.65 

1.9994 

$82.76 

4.2179 

$174.59 

26.9062 

$1,113.73 

28.3198 

$1,172.24 

1.9994 

$82.76 

4.2179 

$174.59 

NOTE:  TTie  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  bef>efk:iary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  fl^ble  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mII 
reconsider  this  desigrration  when  new  claims  data  become  available. 
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HCPCS 

Code 


23585 


23600 


23605 


23615 


23616 


23620 


23625 


23630 


23650 


23655 


23660 


23665 


23670 


23675 


23680 


23700 


23800 


23802 


23921 


23930 


23931 


23935 


24000 


24006 


24065 


24066 


24075 


24076 


ADDENDUM  AA.~FINAL 
INCLUDING  SURGICAL 


Short  Descriptor 


Treat  scapula  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  humerus  fracture 


Treat  shoulder  dislocation 


Treat  shoulder  dislocation 


Treat  shoulder  dislocation 


Treat  dislocation/fracture 


Treat  dislocation/fracture 


Treat  dislocation/fracture 


Treat  dislocation/fracture  • 


Fixation  of  shoulder 


Fusion  of  shoulder  joint 


Fusion  d  shoulder  join! 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


I  24120 
I  24125 


Subject  to 
MuKipie 
Procedure 
Discounting 


Comment 

Indicator 


Drasiaoe  of  arm  lesion 


•8  of  arm  txjrsa 


Drain  arm/eltx)w  bone  lesion 


Release  elbow  joint 


arm/elbow  soft  tissue 


Biopsy  arm/elbow  soft  tissue 


Remove  arm/elbow  lesion 


Remove  arm/elbow  lesion 


Remove  tumor  of  arm/elbow 


Removal  of  elbow  bursa 


Remove  humerus  lesion 


Remove/oraft  bone  lesion 


Remove/araft  bone  lesion 


Remove  elbow  lesion 
Remove/graft  bone  lesion 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

36.5127 

$1,511.37 

P2 

1.5579 

$64.49 

A2 

10.9093 

$451.57 

A2 

37.926 

$1,569.87 

A2 

37.926 

$1,569.87 

P2 

1.5579 

$64.49 

A2 

10.9093 

$451.57 

A2 

38.9508 

$1,612.29 

A2 

1.9994 

$82.76 

A2 

11.5121 

$476.52 

A2 

26.9062 

$1,113.73 

A2 

4.2179 

$174.59 

A2 

36.5127 

$1,511.37 

A2 

1.9994 

$82.76 

A2 

26.9062 

$1,113.73 

A2 

11.5121 

$476.52 

A2 

49.6403 

$2,054.76 

A2 

33.8316 

$1,400.39 

A2 

11.5964 

$480.01 

A2 

13.3745 

$553.61 

A2 

14.7056 

$608.71 

A2 

15.8725 

$657.01 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

P3 

3.4069 

$141.02 

A2 

13.0039 

$538.27 

A2 

13.0039 

$538.27 

A2 

15.9027 

$658.26 

A2 

16.6567 

$689.47 

A2 

14.5416 

$601.92 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

16.6265 

$688.22 

A2 

15.8725 

$657.01 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

16.6265 

$688.22 

A2 

20.5759 

$851.70 

NOTE:  The  MedKare  program  paymerrt  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  ftrable  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  ’office-based,*  \^K)se  designation  as  office-based  is  temporary  becciuse  we  have  ir\sufficient  claims  data.  We  will 
reconsider  this  designation  wfien  new  claims  data  become  available. 
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ADDENDUM  AA.-HNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment  ' 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

24126 


24130 


24134 


24136 


24138 


24140 


24145 


24147 


24149 


24152 


24153 


24155 


24160 


24164 


24200 


24201 


24220 


24300 


24301 


24305 


24310 


24320 


24330 


24331 


24332 


24340 


24341 


24342 


24343 


24344 


24345 


24346 


24357 


24358 


24359 


24360 


24361 


24362 


Remove/qraft  bone  lesion 


Removal  of  head  of  radius 


Removal  of  arm  bone  lesion 


Remove  radius  bone  lesion 


Remove  elbow  bone  lesion 


Partial  removal  of  arm  bone 


Partial  removal  of  radius 


Partial  removal  of  elbow 


Radical  resection  of  elbow 


Removal  of  elbow  ioint 


Remove  elbow  ioint  implant 


Remove  radius  head  implant 


Removal  of  arm  foreign  bod 


Removal  of  arm  foreign  bod 


Manipulate  elbow  w/anesth 


Muscle/tendon  transfer 


Arm  tendon  lengthenin 


Revision  of  arm  tendon 


Repair  of  arm  tendon 


Revision  of  arm  muscles 


Revision  of  arm  muscles 


Repair  of  biceps  tendon 


Repair  arm  tendon/muscle 


Repair  of  ruptured  tendon 


Repr  elbow  lat  ligmnt  wAiss 


Reconstruct  elbow  lat  ligmnt 


Repr  elbw  med  ligmnt  w/tissu 


Reconstruct  elbow  med  ligmnt 


Repair  elbow. 


Repair  elbow  w/deb,  open 


Repair  elbow  deb/attch  open 


Reconstruct  elbow  joint 


Reconstruct  elbow  joint 


Reconstruct  elbow  ioint 


20.5759 


20.5759 


19.822 


19.822 


19.822 


20.5759 


20.5759 


19.822 


29.1375 


44.2241 


84.4396 


28.119 


19.822 


20.5759 


2.492 


13.0039 


15.1797 


21.9892 


21.9892 


16.6265 


28.119 


48.227 


28.119 


21.2387 


28.119 


28.119 


28.119 


29.1375 


84.4396 


19.822 


44.2241 


29.1375 


29.1375 


29.1375 


26.8898 


147.0205 


34.365 


$851.70 


$851.70 


$820.49 


$820.49 


$820.49 


$851.70 


$851.70 


$820.49 


$1,206.09 


$1,830.57 


$3,495.21 


$1,163.93 


$820.49 


$851.70 


$103.15 


$538.27 


$628.33 


$910.20 


$910.20 


$688.22 


$1,163.93 


$1,996.26 


$1,163.93 


$879.13 


$1,163.93 


$1,163.93 


$1,163.93 


$1,206.09 


$3,495.21 


$820.49 


$1,830.57 


$1,206.09 


$1,206.09 


$1,206.09 


$1,113.05 


$6,085.62 


$1,422.47 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  paymertt  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  arxJ  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
CLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 

Short  Descriptor 

24363 

Replace  elbow  joint 

24365  I 

Reconstruct  head  of  radius 

24366 

Reconstruct  head  of  radius 

24400 

Revision  of  humerus 

24410 

Revision  of  humerus 

24420 

Revision  of  humerus 

24430 

Repair  of  humerus 

24435 

Repair  humerus  with  graft 

24470 

Revision  of  elbow  joint 

24495 

Decompression  of  forearm 

24498 

Reinforce  humerus 

24500 

Treat  humerus  fracture 

24505 

Treat  humerus  fracture 

24515 

Treat  humenjs  fracture 

24516 

Treat  humerus  fracture 

24530 

Treat  humerus  fracture 

24535 

Treat  humerus  fracture 

24538 

Treat  humerus  fracture 

24545 

Treat  humerus  fracture 

24546 

Treat  humerus  fracture 

24560 

Treat  humerus  fracture 

24565 

Treat  humerus  fracture 

24566 

Treat  humerus  fracture 

24575 

Treat  humerus  fracture 

24576 

Treat  humerus  fracture 

24577 

Treat  humerus  fracture 

24579 

Treat  humerus  fracture 

24582 

Treat  humerus  fracture 

24586 

Treat  elbow  fracture 

24587 

Treat  elbow  fracture 

24600 

Treat  elbow  dislocation 

24605 

Treat  elbow  dislocation 

24615 

Treat  elbow  dislocation 

24620 

Treat  elbow  fracture 

24635 

Treat  elbow  fracture 

24640 

Treat  elbow  dislocation 

24650 

Treat  radius  fracture 

24655 

Treat  radius  fracture 

Subject  to 
Multiple 
Procedure 
Discounting 


Comnient 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

H8 

150.295 

A2 

26.8898 

H8 

147.0205 

A2 

21.9892 

A2 

21.9892 

A2 

28.119 

A2 

48.227 

A2 

49.6403 

A2 

28.119 

A2 

19.822 

A2 

48.227 

A2 

1.9994 

A2 

1.9994 

A2 

37.926 

A2 

37.926 

A2 

1.9994 

A2 

4.2179 

A2 

17.6585 

A2 

37.926 

A2 

38.9508 

A2 

1.9994 

A2 

1.9994 

A2 

17.6585 

A2 

36.5127 

A2 

1.9994 

A2 

4.2179 

A2 

36.5127 

A2 

17.6585 

A2 

37.926 

A2 

38.9508 

A2 

1.9994 

A2 

12.843 

A2 

36.5127 

A2 

10.9093 

A2 

36.5127 

P3 

1.3505 

P2 

1.5579 

A2 

4.2179 

CY2009 
Second  Year 
Transition 
Payment 


$6,221.16 


$1,113.05 


$6,085.62 


$910.20 


$910.20 


$1,163.93 


$1,996.26 


$2,054.76 


$820.49 


$1,996.26 


$82.76 


$82.76 


$1,569.87 


$1,569.87 


$82.76 


$174.59 


$730.94 


$1,569.87 


$1,612.29 


$82.76 


$82.76 


$730.94 


$1,511.37 


$82.76 


$174.59 


$1,511.37 


$730.94 


$1,569.87 


$1,612.29 


$82.76 


$531.61 


$1,511.37 


$451.57 


$1,511.37 


$55.90 


$64.49 


$174.59 


NOTE:  The  Medicare  program  payment  is  00  perc^  of  the  trtal  paymervt  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  coiorKJSCopies  for  \Miich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  *offx»-based.'  \MK>se  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wrill 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.--FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


Short  Descriptor 


Treat  radius  fracture 


Treat  radius  fracture 


Treat  ulnar  fracture 


Treat  ulnar  fracture 


Treat  ulnar  fracture 


Fusion  of  elbow  joint 


Fusion/qraft  of  elbow  joint 


Amputation  follow-up  surge 


Incision  of  tendon  sheath 


Incise  flexor  carpi  radialis 


Decompress  forearm  1  space 


Decompress  forearm  1  space 


Decompress  forearm  2  spaces 


Decompress  forearm  2  spaces 


Drainage  of  forearm  lesion 


Drainage  of  forearm  bursa 


Treat  forearm  bone  lesion 


Explore/treat  wrist  joint 


Biopsy  forearm  soft  tissues 


Biopsy  forearm  soft  tissues 


Removal  forearm  lesion  subcu 


Removal  forearm  lesion  dee 


Remove  tumor,  forearm/wrist 


Incision  of  wrist  capsule 


Explore/treat  wrist  joint 


IISBWBSBBIBBIIIBIB 

IE 


emove  wrist  joint  cartilage 


Excise  tendon  forearm/wrist 


Remove  wrist  tendon  lesion 


Remove  wrist  tendon  lesion 


Reremove  wrist  tendon  lesion 


Remove  wrist/forearm  lesion 


Remove  wrist/forearm  lesion 


Excise  wrist  tendon  sheath 


Partial  removal  of  ulna 


Removal  of  forearm  lesion 


Remove/qraft  forearm  lesion 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

28.3198 

$1,172.24 

A2 

37.926 

$1,569.87 

A2 

1.9994 

$82.76 

A2 

1.9994 

$82.76 

A2 

26.9062 

$1,113.73 

A2 

29.5325 

$1,222.44 

A2 

30.5571 

$1,264.85 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

G2 

21.2387 

$879.13 

A2 

16.6265 

$688.22 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

14.5416 

$601.92 

A2 

15.8725 

$657.01 

A2 

15.8725 

$657.01 

A2 

23.014 

$952.62 

P3 

3.459 

$143.18 

A2 

15.9027 

$658.26 

A2 

13.0039 

$538.27 

A2 

16.6567 

$689.47 

A2 

16.6567 

$689.47 

A2 

16.6265 

$688.22 

A2 

15.8725 

$657.01 

A2 

20.5759 

$851.70 

A2 

21.9892 

$910.20 

A2 

20.5759 

$851.70 

G2 

21.2387 

$879.13 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

A2 

18.0398 

$746.72 

A2 

18.0398 

$746.72 

A2 

18.0398 

$746.72 

A2 

19.822 

$820.49 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoid<»copies  and  screening  cokxxiscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiarv  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
DNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

'  CY2009 

Second  Year 
Transition 
Payment 

25126 


25130 


25135 


25136 


25145 


25150 


25151 


25210 


25215 


25230 


25240 


25246 


25248 


25250 


25251 


25259 


25260 


25263 


25265 


25270 


25272 


25274 


25275 


25280 


25290 


25295 


25300 


25301 


25310 


25312 


25315 


25316 


25320 


25332 


25335 


25337 


25350 


25355 


Remove/qraft  forearm  lesion 


Removal  of  wrist  lesion 


Remove  &  graft  wrist  lesion 


Remove  &  graft  wrist  lesion 


Remove  forearm  bone  lesion 


Partial  removal  of  ulna 


Partial  removal  of  radius 


Removal  of  wrist  bone 


Removal  of  wrist  bones 


Partial  removal  of  radius 


Partial  removal  of  ulna 


Remove  forearm  foreign  bod 


Removal  of  wrist  prosthesis 


Removal  of  wrist  prostheas 


Manipulate  wrist  w/anesthes 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon/muscle 


Repair  forearm  tendon  sheath 


Revise  wrist/forearm  tendon 


Incise  wrist/forearm  tendon 


Release  wrist/forearm  tendon 


Fusion  of  tendons  at  wrist 


Fusion  of  tendons  at  wrist 


Transplant  forearm  tendon 


Transplant  forearm  tendon 


Revise  palsy  hand  tendon!  s 


Revise  palsv  hand  tendonfs 


Repair/revise  wrist  joint 


Revise  wrist  joint 


Realignment  of  hand 


Reconstruct  uina/radioulnar 


Revision  of  radius 


Revision  of  radius 


20.5759 


20.5759 


20.5759 


20.5759 


19.822 


19.822 


19.822 


20.5759 


21.9892 


21.9892 


21.9892 


15.8725 


18.491 


18.491 


19.3776 


21.9892 


19.822 


20.5759 


21.9892 


20.5759 


21.9892 


21.9892 


21.9892 


20.5759 


16.6265 


20.5759 


20.5759 


28.119 


29.5325 


28.119 


48.227 


28.119 


26.8898 


28.119 


30.5571 


48.227 


28.119 


$851.70 


$851.70 


$851.70 


$851.70 


$820.49 


$820.49 


$820.49 


$851.70 


$910.20 


$910.20 


$910.20 


$657.01 


$765.40 


$765.40 


$802.10 


$910.20 


$820.49 


$851.70 


$910.20 


$851.70 


$910.20 


$910.20 


$851.70 


$688.22 


$851.70 


$851.70 


$1,163.93 


$1,222.44 


$1,163.93 


$1,996.26 


$1,163.93 


$1,113.05 


$1,163.93 


$1,264.85 


$1,996.26 


$1,163.93 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amowit  arwl  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
a.mount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
ber>eficiary  coinsurarx:e  is  25  percent. 

•Refers  to  codes  designated  as  ■office-based,"  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  desigrration  wtien  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.~nNAL 
INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


25360 


25365 


25370 


25375 


25390 


25391 


25392 


25393 


25394 


25400 


25405 


25415 


25420 


25425 


25426 


25430 


25431 


25440 


25441 


25442 


25443 


25444 


25445 


25446 


25447 


25449 


25450 


25455 


25490 


25491 


25492 


25500 


25505 


25515 


25520 


25525 


25526 


25530 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Revision  of  ulna 


Revise  radius  &  ulna 


Revise  radius  or  ulna 


Revise  radius  &  ulna 


Shorten  radius  or  ulna 


Lenathen  radius  or  ulna 


Shorten  radius  &  ulna 


Lengthen  radius  &  ulna 


Repair  carpal  bone,  shorten 


Repair  radius  or  ulna 


Repair/qraft  radius  or  ulna 


Repair  radius  &  ulna 


Repair/qraft  radius  &  ulna 


Repair/qraft  radius  or  ulna 


Repair/qraft  radius  &  ulna 


Vase  graft  into  carpal  bone 


Repair  nonunion  carpal  bone 


Repair/qraft  wrist  bone 


Reconstruct  wrist  joint 


Reconstruct  wrist  joint 


Reconstruct  wrist  joint 


Reconstruct  wrist  joint 


Reconstruct  wrist  joint 


Wrist  replacement 


Remove  wrist  joint  implant 


Revision  of  wrist  joint 


Revision  of  wrist  joint 


Reinforce  radius 


Reinforce  ulna 


Reinforce  radius  and  ulna 


Treat  fracture  of  radius 


Treat  fracture  of  radius 


Treat  fracture  of  radius 


Treat  fracture  of  radius 


Treat  fracture  of  radius 


Treat  fracture  of  radius 


Treat  fracture  of  ulna 


Payment 

ndicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

28.119 

$1,163.93 

A2 

29.5325 

$1,222.44 

A2 

20.5759 

$851.70 

A2 

29.5325 

$1,222.44 

A2 

20.5759 

$851.70 

A2 

29.5325 

$1,222:44 

G2 

44.2241 

$1,830.57 

A2 

28.119 

$1,163.93 

A2 

49.6403 

$2,054.76 

A2 

48.227 

$1,996.26 

A2 

49.6403 

$2,054.76 

A2 

28.119 

$1,163.93 

A2 

29.5325 

$1,222.44 

G2 

44.2241 

$1,830.57 

G2  . 

44.2241 

■BESS 

A2 

49.6403 

$2,054.76 

H8 

147.0205 

$6,085.62 

H8 

147.0205 

$6,085.62 

A2 

34.365 

$1,422.47 

A2 

34.365 

$1,422.47 

A2 

34.365 

$1,422.47 

H8 

150.295 

$6,221.16 

A2 

26.8898 

$1,113.05 

A2 

26.8898 

$1,113.05 

A2 

28.119 

$1,163.93 

A2 

28.119 

$1,163.93 

A2 

28.119 

$1,163.93 

A2 

28.119 

$1,163.93 

A2 

28.119 

$1,163.93 

P2 

1.5579 

$64.49 

A2 

4.2179 

$174.59 

A2 

26.9062 

$1,113.73 

A2 

4.2179 

$174.59 

A2 

28.3198 

$1,172.24 

A2 

29.3443 

$1,214.65 

P2 

1.5579 

$64.49 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  arKi  screening  cokxroscopies  for  \M«ch  the  program  payment  is  75  percert  arid  the 
beneficiary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  'office*based,*  \Mx>se  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mN 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-nNAL 
(INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


25535  Treat  fracture  of  ulna 


25545  Treat  fracture  of  ulna 


25560  Treat  fracture  radius  &  ulna 


25565  Treat  fracture  radius  &  ulna 


25574  Treat  fracture  radius  &  ulna 


25575  Treat  fracture  radius/ulna 


25600  Treat  fracture  radius/ulna 


25605  Treat  fracture  radius/ulna 


25606  Treat  fx  distal  radial 


25607  Treat  fx  rad  extra-articul 


25608  Treat  fx  rad  intra-articul 


25609  Treat  fx  radial  3+  fra 


25622  T reat  wrist  bone  fracture 


25624  Treat  wrist  bone  fracture 


25628  Treat  wrist  bone  fracture 


25630  Treat  wrist  bone  fracture 


25635  Treat  wrist  bone  fracture 


25645  Treat  wrist  bone  fracture 


25650  Treat  wrist  bone  fracture 


25651  Pin  ulnar  styloid  fracture 


25652  Treat  fracture  ulnar  styloid 


25660  Treat  wrist  dislocation 


25670  Treat  wrist  dislocation 


25671  Pin  radioulnar  dislocation 


25675  Treat  wrist  dislocation 


25676  Treat  wrist  dislocation 


25680  Treat  wrist  fracture 


25685  Treat  wrist  fracture 


25690  Treat  wrist  dislocation 


25695  Treat  wrist  dislocation 


25800  Fusion  of  wrist  joint 


25805  •  Fusion/qraft  of  wrist  joint 


25810  Fusion/qraft  of  wrist  joint 


25820  Fusion  of  hand  bones 


25825  Fuse  hand  bones  with  qraft 


25830  Fusion,  radioulnar  jnt/ulna 


25907  Amputation  follow-up  surgery  Y _ _  A2  _ 16.6265  _ $61 

25922  Amputate  hand  at  wrist  Y _ A2  16.6265  ^ 

NOTE:  The  Medicare  ptogram  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount  except  for  screening  flexible  sigmoidascopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based.*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

1.9994 

$82.76 

A2 

26.9062 

$1,113.73 

P2 

1.5579 

$64.49 

A2 

4.2179 

$174.59 

A2 

36.5127 

$1,511.37 

A2 

36.5127 

$1,511.37 

P2 

1.5579 

$64.49 

A2 

4.2179 

$174.59 

A2 

18.4125 

$762.15 

A2 

38.9508 

$1,612.29 

A2 

38.9508 

$1,612.29 

A2 

38.9508 

$1,612.29 

P2 

1.5579 

$64.49 

A2 

4.2179 

$174.59 

A2 

26.9062 

$1,113.73 

P2 

1.5579 

$64.49 

A2 

4.2179 

$174.59 

A2 

26.9062 

$1,113.73 

P2 

1.5579 

$64.49 

G2 

24.8106 

$1,026.99 

G2 

41.7982 

$1,730.15 

A2 

1.9994 

$82.76 

A2 

18.4125 

$762.15 

A2 

16.3276 

$675.85 

A2 

1.9994 

$82.76 

A2 

17.6585 

$730.94 

A2 

1.9994 

$82.76 

A2 

18.4125 

$762.15 

A2 

10.9093 

$451.57 

A2 

17.6585 

$730.94 

A2 

49.6403 

$2,054.76 

A2 

30.5571 

$1,264.85 

A2 

50.6651 

$2,097.18 

A2 

29.5325 

$1,222.44 

A2 

50.6651 

$2,097.18 

A2 

50.6651 

$2,097.18 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

.  .  .  .  . .  - 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


26100 


26105 


26110 


26115 


26116 


26117 


26121 


26123 


26125 


26130 


26135 


26140 


26145 


26160 


26170 


26180 


26185 


26200 


26205 


26210 


26215 


26230 


Short  Descriptor 


Amputation  follow-up  surge 
Amputation  follow-uo  surge 


Drainage  of  finger  abscess 


Drainage  of  finger  abscess 


Drain  hand  tendon  sheath 


Drainage  of  palm  bursa 


lEKSBER 


Treat  hand  bone  lesion 


Decompress  fingers/hand 


Release  palm  contracture 


Release  palm  contracture 


Incise  finger  tendon  sheath 


Incision  of  finger  tendon 


Explore/treat  hand  joint 


ExploreAreat  finger  joint 


Explore/treat  finger  joint 


Removal  hand  lesion  subcut 


Removal  hand  lesion,  dee 


Remove  tumor,  hand/finger 


Release  palm  contracture 


Release  palm  contracture 


Release  palm  contracture 


I  s  f  I  inwiMVi  I  m  ■  II  111  ii» 


Revise  finger  joint,  each 


Revise  finger  joint,  each 


Tendon  excision, 


Remove  tendon  sheath  lesion 


Removal  of  palm  tendon,  each 


Removal  of  finger  tendon 


Remove  finger  bone 


Remove  hand  bone  lesion 


Remove/graft  bone  lesion 


Removal  of  finger  lesion 


Remove/graft  finger  lesion 


Partial  removal  of  hand  bone 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

13.7956 

$571.04 

G2 

21.2387 

$879.13 

P2 

1.3776 

$57.02 

A2 

10.0631 

$416.54 

A2 

13.3525 

$552.70 

A2 

12.0214 

$497.60 

A2 

13.3525 

$552.70 

A2 

13.3525 

$552.70 

G2 

16.1985 

$670.50 

A2 

21.0717 

$872.22 

A2 

19.6582 

$813.71 

A2 

13.3525 

$552.70 

A2 

13.3525 

$552.70 

A2 

13.3525 

$552.70 

A2 

15.5198 

$642.41 

A2 

15.5198 

$642.41 

A2 

13.3525 

$552.70 

A2 

12.0214 

$497.60 

A2 

12.0214 

$497.60 

A2 

15.9027 

$658.26 

A2 

15.9027 

$658.26 

A2 

16.6567 

$689.47 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

15.5198 

$642.41 

A2 

14.1062 

$583.90 

A2 

21.0717 

$872.22 

A2 

13.3525 

$552.70 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

15.5198 

$642.41 

A2 

13.3525 

$552.70 

A2 

19.6582 

$813.71 

A2 

13.3525 

$552.70 

A2 

14.1062 

$583.90 

A2 

19.7947 

$819.36 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  arrwunt  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
arTKXjnt,  except  for  screening  flexible  sigmoidoscopies  and  screening  colorK}6Copies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  mII 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WfflCH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


26235 


26236 


26250 


26255 


26260 


26261 


26262 


26320 


26340 


26350 


26352 


26356 


26357 


26358 


26370 


26372 


26373 


26390 


26392 


26410 


26412 


26415 


26416 


26418 


26420 


26426 


26428 


26432 


26433 


26434 


26437 


26440 


26442 


26445 


26449 


26450 


26455 


26460 


Short  Descriptor 


Partial  removal,  finger  bone 


Partial  removal,  finger  bone 


Extensive  hand  sur 


Partial  removal  of  finger 


Removal  of  implant  from  hand 


Manipulate  finger  w/anesth 


rAiand  terxion 


Repair/graft  hand  tendon 


r/hand  tendon 


ir  finger/hand  tendon 


Repair/graft  hand  tendon 


Repair  finger/hand  tendon 


Repair/graft  hand  tendon 


r/hand  tendon 


Revise  hand/finger  tendon 


Repair/graft  hand  tendon 


Repair  hand  tendon 


Repair/graft  hand  tendon 


Excision,  hand/finger  tendon 


Graft  hand  or  finger  tendon 


Repair  finger  tendon 


Ret^ir/graft  finger  tendon 


~m 


S5 


ir/graft  finger  tendon 


Repair  finger  tendon 


r  tendon 


r  tendon 


Realignment  of  tendons 


r  tendon 


Release  palm  &  finger  tendon 


Release  hand/finger  tendon 


Release  forearm/hand  tendon 


Incision  of  palm  tendon 


Incision  of  finger  tendon 


incise  hand/finger  tendon 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

14.1062 

.  $583.90 

A2 

19.6582 

$813.71 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

13.3525 

$552.70 

A2 

13.0039 

$538.27 

'  G2 

5.9948 

$248.14 

A2 

17.5733 

$727.41 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

21.0717 

$872.22 

A2 

19.6582 

$813.71 

A2 

21.0717 

$872.22 

A2 

19.6582 

$813.71 

A2 

14.1062 

$583.90 

f<2. 

19.6582 

$813.71 

A2 

21.0717 

$872.22 

A2 

19.6582 

$813.71 

A2 

15.5198 

$642.41 

A2 

21.0717 

$872.22 

A2 

19.6582 

$813.71 

A2 

19.6582 

$813.71 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

19.6582 

$813.71 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

A2 

19.6582 

$813.71 

K2l 

14.1062 

$583.90 

A2 

19.6582 

$813.71 

A2 

14.1062 

$583.90 

A2 

14.1062 

$583.90 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  'office-based,*  w4iose  designation  as  office-based  is  temporary  because  we  have  insufficierTt  claims  data.  We  will 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
DNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


26471 


26474 


26476 


26477 


26478 


26479 


26480 


26483 


26485 


26489 


26490 


26492 


26494 


26496 


26497 


26498 


26499 


26500 


26502 


26508 


26510 


26516 


26517 


26518 


26520 


26525 


26530 


26531 


26535 


26536 


26540 


26541 


26542 


26545 


26546 


26548 


26550 


26555 


Short  Descriptor 


Fusion  of  finger  tendons 


Fusion  of  finger  tendons 


Tendon  lengthenin 


Tendon  shortenin 


Lengthening  of  harxl  tendon 


Shortening  of  hand  tendon 


Transplant  hand  tendon 


Transplant/graft  hand  tendon 


Transplant  palm  tendon 


Transplant/graft  palm  tendon 


Revise  thumb  tendon 


Tendon  transfer  with  graft 


Hand  tendon/muscle  transfer 


Revise  thumb  tendon 


Finger  tendon  transfer 


Finger  tendon  transfer 


Revision  of  finger 


Hand  tendon  reconstruction 


Hand  tendon  reconstruction 


Release  thumb  contracture 


Thumb  tendon  transfer 


Fusion  of  knuckle  joint 


Fusion  of  knuckle  joints 


Fusion  of  knuckle  joints 


Release  knuckle  contracture 


Release  finaer  contracture 


Revise  knuckle  joint 


Revise  knuckle  with  implant 


Revise  finger  joint 


\tSBSMSBBa 


Repair  hand  joint  with  graft 


Reconstruct  finger  joint 


Repair  nonunion  hand 


Reconstruct  finger  joint 


Construct  thumb  replacement 


Positional  change  of  finger 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

A2 

13.3525 

A2 

13.3525 

A2 

12.0214 

A2 

12.0214 

A2 

12.0214 

A2 

12.0214 

A2 

19.6582 

A2 

19.6582 

A2 

18.9044 

A2 

19.6582 

A2 

19.6582 

A2 

19.6582 

A2 

19.6582 

A2 

19.6582 

A2 

19.6582 

A2 

21.0717 

A2 

19.6582 

A2 

15.5198 

A2 

21.0717 

A2 

14.1062 

A2 

19.6582 

A2 

17.5733 

A2 

19.6582 

A2 

19,6582 

A2 

14.1062 

A2 

14.1062 

A2  _ 

24.4517 

A2 

37.6395 

A2 

26.8898 

A2 

34.365 

A2 

15.5198 

A2 

25.3707 

A2 

15.5198 

A2 

21.0717 

A2 

21.0717 

A2 

21.0717 

A2 

18.9044 

A2 

19.6582 

CY  2009 
Second  Y^r 
Transition 
Payment 


$552.70 


$552.70 


$497.60 


$497.60 


$497.60 


$497.60 


$813.71 


$813.71 


$782.51 


$813.71 


$813.71 


$813.71 


$813.71 


$813.71 


$813.71 


$872.22 


$813.71 


$642.41 


$872.22 


$583.90 


$813.71 


$727.41 


$813.71 


$813.71 


$583.90 


$583.90 


$1,012.13 


$1,558.01 


$1,113.05 


$642.41 


$1,050.17 


$642.41 


$872.22 


$872.22 


$872.22 


$782.51 


$813.71 


NOTE:  The  Medrcare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  »^f 
reconsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-FINAL 
(INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


Repair  of  web  finger 


Repair  of  web  finger 


Correct  metacarpal  flaw 


Lengthen  metacarpal/finger 


IlSHBWilBIlSi’jBIBiliB 


Repair  muscles  of  hand 


Release  muscles  of  hand 


Excision  constricting  tissue 


Treat  metacarpal  fracture 


Treat  metacarpal  fracture 


Treat  metacarpal  fracture 


Treat  metacarpal  fracture 


Treat  metacarpal  fracture 


Treat  thumb  dislocation 


Treat  thumb  fracture 


T reat  thumb  fracture 


Treat  thumb  fracture 


Treat  hand  dislocation 


Treat  hand  dislocation 


Pin  hand  dislocation 


Treat  hartd  dislocation 


Treat  hand  dislocation 


Treat  knuckle  dislocation 


Treat  knuckle  dislocation 


Pin  knuckle  dislocation 


Treat  knuckle  dislocation 


Treat  ft 


Treat 


Treat  finger  fracture,  each 


Treat  finger  fracture,  each 


Treat  finger  fracture,  each 


Treat  finger  fracture,  each 


Treat  finger  fracture,  each 


Treat  fi 


m 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

A2 

13.3525 

A2 

19.6582 

A2 

21.0717 

A2 

22.0962 

A2 

22.0962 

A2 

19.6582 

A2 

16.5443 

A2 

16.5443 

A2 

16.5443 

A2 

19.6582 

A2 

14.1062 

A2 

13.3525 

P2 

1.5579 

A2 

1.9994 

A2 

10.9093 

A2 

19.8258 

A2 

28.3198 

P2 

1.5579 

A2 

4.2179 

A2 

17.6585 

A2 

28.3198 

P2 

1.5579 

A2 

4.2179 

A2 

17.6585 

A2 

18.4125 

A2 

36.5127 

P2 

1.5579 

A2 

1.9994 

A2 

10.9093 

A2 

19.8258 

P2 

1.5579 

P2 

1.5579 

A2 

24.1251 

A2 

19.8258 

P2 

1.5579 

A2 

1.9994 

A2 

20.8506 

P2 

1.5579 

CY2009 
Second  Year 
Transition 
Payment 


$552.70 


$813.71 


$872.22 


$914.63 


$914.63 


$813.71 


$684.82 


$684.82 


$684.82 


$813.71 


$583.90 


$552.70 


$64.49 


$82.76 


$451.57 


$820.65 


$1,172.24 


$64.49 


$174.59 


$730.94 


$1,172.24 


$64.49 


$174.59 


$730.94 


$762.15 


$1,511.37 


$64.49 


$82.76 


$451.57 


$820.65 


$64.49 


$64.49 


$998.61 


$820.65 


$82.76 


$863.07 


$64.49 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  comsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  liable  sigmoidoscopies  and  screening  colonoscopies  for  v^ich  the  prograun  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  design^ed  as  ’office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wll 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.~FINAL 
INCLUDING  SURGICAL 


HCPCS 

Code 

Short  Descriptor 

26755 

Treat  finger  fracture,  each 

26756 

Pin  finger  fracture,  each 

26765 

Treat  finger  fracture,  each 

26770 

Treat  finger  dislocation 

26775 

Treat  finger  dislocation 

26776 

Pin  finger  dislocation 

26785 

Treat  finger  dislocation 

26820 

Thumb  fusion  with  graft 

26841 

Fusion  of  thumb 

26842 

Thumb  fusion  with  graft 

26843 

Fusion  of  hand  joint 

26844 

Fusion/graft  of  hand  joint 

26850 

Fusion  of  knuckle 

26852 

Fusion  of  knuckle  with  graft 

26860 

Fusion  of  finger  joint 

26861 

Fusion  of  finger  jnt,  add-on 

26862 

Fusion/graft  of  finger  joint 

26863 

Fuse/graft  added  joint 

26910 

Amputate  metacarpal  bone 

26951 

Amputation  of  finger/thumb 

26952 

Amputation  of  fingerAhumb 

26990 

Drainage  of  pelvis  lesion 

26991 

Drainage  of  pelvis  bursa 

27000 

Incision  of  hip  tendon 

27001 

Incision  of  hip  tendon 

27003 

Incision  of  hip  tendon 

27033 

Exploration  of  hip  joint 

27035 

Denervation  of  hip  joint 

27040 

Biopsy  of  soft  tissues 

27041 

Biopsy  of  soft  tissues 

27047 

Remove  hip/pelvis  lesion 

27048 

Remove  hip/pelvis  lesion 

27049 

Remove  tumor,  hip/pelvis 

27050 

Biopsy  of  sacroiliac  joint 

ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


27060 

Removal  of  ischial  bursa 

27062 

Remove  femur  lesion/bursa 

27065 

Removal  of  hip  bone  lesion 

CY2009 
Second  Year 
Transition 
Paynrent 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

1.5579 

$64.49 

17.6585 

$730.94 

19.8258 

$820.65 

1.5579 

$64.49 

4.165 

$172.40 

17.6585 

$730.94 

17.6585 

$730.94 

22.0962 

$914.63 

21.0717 

$872.22 

21.0717 

$872.22 

19.6582 

$813.71 

19.6582 

$813.71 

21.0717 

$872.22 

21.0717 

$872.22 

19.6582 

$813.71 

18.9044 

$782.51 

21.0717 

$872.22 

19.6582 

$813.71 

19.6582 

$813.71 

13.3525 

$552.70 

15.5198 

$642.41 

14.5416 

$601.92 

14.5416 

$601.92 

15.8725 

$657.01 

20.5759 

$851.70 

20.5759 

$851.70 

28.119 

$1,163.93 

29.5325 

$1,222.44 

7.9477 

$328.98 

8.9547 

$370.66 

15.9027 

$658.26 

16.6567 

$689.47 

16.6567 

$689.47 

16.6265 

$688.22 

16.6265 

$688.22 

19.0646 

$789.14 

19.0646 

$789.14 

19.0646 

$789.14 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  cokrsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  ‘office-based.’  whose  designation  as  office-based  is  temporary  because  we  have  insufficierTt  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


CY2009 


HCPCS 

Code 


27066 


27067 


27080 


27086 


27087 


27093 


27095 


27097 


27098 


27100 


27105 


27110 


27111 


27193 


27194 


27200 


27202 


27220 


27230 


27238 


27246 


27250 


27252 


27256 


27257 


27265 


27266 


27267 


27275 


27301 


27305 


27306 


27307 


27310 


27323 


27324 


27325 


27326 


Short  Descriptor 


Removal  of  hip  bone  lesion 


Remove/araft  hip  bone  lesion 


Removal  of  tail  bone 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


iiHsaamagR 

HBSESEaffiiaa 


Revision  of  hip  tendon 


Transfer  tendon  to  pelvis 


Transfer  of  abdominal  muscle 


Transfer  of  spinal  muscle 


Transfer  of  iliopsoas  muscle 


Transfer  of  iliopsoas  muscle 


Treat  pelvic  rinq  fracture 


Treat  pelvic  ring  fracture 


Treat  tail  bone  fracture 


Treat  tail  bone  fracture 


Treat  hip  socket  fracture 


Treat  thigh  fracture 


Treat  thigh  fracture 


Treat  thigh  fracture 


Treat  hip  dislocation 


Treat  hip  dislocation 


Treat  hip  dislocation 


Treat  hip  dislocation 


T reat  hip  dislocation 


T reat  hip  dislocation 


CItx  thigh  fx 


Manipulation  of  hip  joint 


Drain  thigh/knee  lesion 


Incise  thigh  tendon  &  fascia 


Incision  of  thigh  tendon 


Incision  of  thigh  tendons 


Exploration  of  knee  joint 


',  thigh  soft  tissues 


,  thigh  soft  tissues 


Neurectomy,  hamstrin 


Neurectomy,  popliteal 


lESsS 


Second  Year 
Transition 
Payntent 
Weight 


23.014 


23.014 


19.822 


7.9477 


16.6265 


20.5759 


20.5759 


29.5325 


29.5325 


29.5325 


29.5325 


1.9994 


12.843 


1.5579 


26.1525 


1.5579 


1.9994 


4.2179 


4.2179 


1.9994 


12.843 


1.5579 


13.597 


1.9994 


12.843 


1.5579 


12.843 


15.4594 


15.8725 


16.6265 


16.6265 


21.9892 


7.9477 


14.5718 


14.2783 


14.2783 


$952.62 


$952.62 


$820.49 


$328.98 


$688.22 


$851.70 


$851.70 


$1,222.44 


$1,222.44 


$1,222.44 


$1,222.44 


$82.76 


$531.61 


$64.49 


$1,082.53 


$64.49 


$82.76 


$174.59 


$174.59 


$82.76 


$531.61 


$64.49 


$562.82 


$82.76 


$531.61 


$64.49 


$531.61 


$639.91 


$657.01 


$688.22 


$688.22 


$910.20 


$328.98 


$603.17 


$591.02 


$591.02 


NOTE:  The  Medicare  pro^m  payment  is  80  percert  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  tie 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  ■office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


HCPCS 

Code 


27329 


27330 


27331 


27332 


27333 


27334 


27335 


27340 


27345 


27347 


27350 


27355 


27356 


27357 


27358 


27360 


27370 


27372 


27380 


27381 


27385 


27386 


27390 


27391 


27392 


27393 


27394 


27395 


27396 


27397 


27400 


27403 


27405 


27407 


27409 


27416 


Short  Descriptor 


Removal  of  thiqh  lesion 


Removal  of  thiqh  lesion 


Remove  tumor,  thiqh/knee 


Explore/treat  knee  joint 


Removal  of  knee  cartilaqe 


Removal  of  knee  cartilaqe 


Removal  of  kneecap  bursa 


Removal  of  knee  cvst 


Remove  knee  cyst 


Removal  of  kneec 


Remove  femur  lesion 


Remove  femur  lesion/qraft 


Remove  femur  lesion/qraft 


Remove  femur  lesion/fixation 


Partial  removal,  leg  bonefs 


Repair  of  kneecap  tendon 


Repair/qraft  kneecap  tendon 


Repair  of  thiqh  muscle 


Repair/qraft  of  thiqh  muscle 


Incision  of  thiqh  tendon 


Incision  of  thiqh  tendons 


Incision  of  thiqh  tendons 


Lenqtheninq  of  thiqh  tendon 


ninq  of  thiqh  tendons 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Transplant  of  thiqh  tendon 


Transplants  of  thiqh  tendons 


Revise  thiqh  muscles/tendons 


Repair  of  knee  cartilaqe 


Repair  of  knee  liqament 


Repair  of  knee  liqament 


Repair  of  knee  liqaments 


Osteochondral  knee  autoqraft 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

15.9027 

$658.26 

A2 

16.6567 

$689.47 

A2 

18.07 

$747.97 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

21.9892 

$910.20 

A2 

16.6265 

$688.22 

A2 

18.0398 

$746.72 

A2 

18.0398 

$746.72 

A2 

21.9892 

$910.20 

A2 

20.5759 

$851.70 

A2 

21.9892 

$910.20 

A2 

23.014 

$952.62 

A2 

23.014 

$952.62 

A2 

23.014 

$952.62 

N1 

A2 

22.3692 

$925.93 

A2 

14.5416 

$601.92 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

A2 

14.5416 

$601.92 

A2 

15.8725 

$657.01 

A2 

16.6265 

$688.22 

A2 

19.822 

$820.49 

A2 

20.5759 

$851.70 

A2 

28.119 

$1,163.93 

A2 

20.5759 

$851.70 

A2 

28.119 

$1,163.93 

A2 

28.119 

$1,163.93 

A2 

21.9892 

$910.20 

A2 

29.5325 

$1,222.44 

A2 

49.6403 

$2,054.76 

A2 

29.5325 

$1,222.44 

G2 

44.2241 

$1,830.57 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  arrxxjnt  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screerwrg  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  ’office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mH 
reconsider  this  designation  vt^ien  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEl 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMl 

9URES  FOR  CY  2009 

ENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Sec6nd  Year 
Transition 
Payment 

27418 

Repair  degenerated  kneecap 

Y 

A2 

28.119 

$1,163.93 

27420 

Revision  of  unstable  kneecap 

Y 

A2 

28.119 

$1,163.93 

27422 

Revision  of  unstable  kneecap 

Y 

A2 

33.8316 

$1,400.39 

27424 

Revision/removal  of  kneecap 

Y 

A2 

28.119 

27425 

Lat  retinacuiar  release  open 

Y 

A2 

26.2885 

$1,088.16 

27427 

Reconstruction,  knee 

Y 

A2 

28.119 

$1,163.93 

27428 

Reconstruction,  knee 

Y 

A2 

49.6403 

$2,054.76 

27429 

Reconstruction,  knee 

Y 

A2 

49.6403 

$2,054.76 

27430 

Revision  of  thigh  muscles 

Y 

A2 

29.5325 

$1,222.44 

27435 

Incision  of  knee  joint 

Y 

A2 

29.5325 

$1,222.44 

27437 

Revise  kneecap 

Y 

A2 

25.865 

Mill!  1  1 

27438 

Revise  kneecap  with  implant 

Y 

A2 

34.365 

$1,422.47 

27440 

Revision  of  knee  joint 

Y 

G2 

36.889 

$1,526.95 

27441 

Revision  of  knee  joint 

Y 

A2 

26.8898 

$1,113.05 

27442 

Revision  of  knee  joint 

Y 

A2 

26.8898 

$1,113.05 

27443 

Revision  of  knee  joint 

Y 

A2 

26.8898 

$1,113.05 

27446 

Revision  of  knee  joint 

Y 

CH 

J8 

263.841 

$10,921.17 

27496 

Decompression  of  thigh/knee 

Y 

A2 

19.0646 

$789.14 

27497 

Decompression  of  thigh/knee 

Y 

A2 

16.6265 

$688.22 

27498 

Decompression  of  thigh/knee 

Y 

A2 

16.6265 

$688.22 

27499 

Decompressidn  of  thigh/knee 

Y 

A2 

16.6265 

$688.22 

27500 

Treatment  of  thigh  fracture 

Y 

A2 

4.2179 

$174.59 

27501 

Treatment  of  thigh  fracture 

A2 

1.9994 

$82.76 

27502 

Treatment  of  thigh  fracture 

A2 

10.9093 

$451.57 

27503 

Treatment  of  thigh  fracture 

A2 

1.9994 

$82.76 

27508 

Treatment  of  thigh  fracture 

Y 

- 

A2 

1.9994 

$82.76 

27509 

Treatment  of  thigh  fracture 

Y 

A2 

18.4125 

$762.15 

27510 

Treatment  of  thigh  fracture 

Y 

A2 

4.2179 

$174.59 

27516 

Treat  thigh  fx  growth  plate 

Y 

A2 

1.9994 

$82.76 

27517 

Treat  thigh  fx  growth  plate 

Y 

A2 

1.9994 

$82.76 

27520 

Treat  kneecap  fracture 

Y 

A2 

1.9994 

$82.76 

27530 

Treat  knee  fracture 

Y 

A2 

1.9994 

$82.76 

27532 

Treat  knee  fracture 

Y 

A2 

10.9093 

$451.57 

27538 

Treat  knee  fracture(s) 

Y 

A2 

1.9994 

$82.76 

27550 

Treat  knee  dislocation 

Y 

A2 

1.9994 

$82.76 

27552 

Treat  knee  dislocation 

Y 

A2 

11.5121 

$476.52 

27560 

Treat  kneecap  dislocation 

Y 

A2 

1.9994 

$82.76 

27562 

Treat  kneecap  dislocation 

Y 

A2 

11.5121 

$476.52 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coir^rance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  vKhich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  ’office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.~FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
ONCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


27566 


27570 


27594 


27600 


27601 


27602 


27603 


27604 


27605 


27606 


27607 


27610 


27612 


27613 


27614 


27615 


27618 


27619 


27620 


27625 


27626 


27630 


27635 


27637 


27638 


27640 


27641 


27647 


27648 


27650 


27652 


27654 


27656 


27658 


27659 


27664 


27665 


27675 


Short  Descriptor 


Treat  kneecap  dislocation 


Rxation  of  knee  joint 


Decompression  of  lower  le 


Drain  lower  leq  lesion 


Drain  lower  leq  bursa 


Incision  of  achilles  tendon 


Incision  of  achilles  tendon 


Treat  lower  leq  bone  lesion 


Explore/treat  ankle  joint 


oration  of  ankle  joint 


lower  leq  soft  tissue 


’  lower  leq  soft  tissue 


Remove  tumor,  lower  le 


Remove  lower  leq  lesion 


Remove  lower  leq  lesion 


Explore/treat  ankle  joint 


Removal  of  tendon  lesion 


Remove  lower  leq  bone  lesion 


Remove/qraft  leq  bone  lesion 


Remove/qraft  leg  bone  lesion 


Partial  removal  of  tibia 


Partial  removal  of  fibula 


Extensive  ankle/heel  surqe 


Repair  achilles  tendon 


Repair/qraft  achilles  tendon 


Repair  of  achilles  tendon 


Repair  leq  fascia  defect 


Repair  of  leg  tendon,  each 


Repair  of  leg  tendon,  each 


Repair  of  leg  tendon,  each 


Repair  of  leg  tendon,  each 


Repair  lower  leq  tendons 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

26.1525 

$1,082.53 

11.5121 

$476.52 

16.6265 

$688.22 

16.6265 

$688.22 

16.6265 

$688.22 

16.6265 

$688.22 

14.7056 

$608.71 

15.8725 

$657.01 

14.4636 

$598.69 

14.5416 

$601.92 

15.8725 

$657.01 

19.822 

$820.49 

20.5759 

$851.70 

3.2675 

$135.25 

15.9027 

$658.26 

20.5759 

$851.70 

13.0039 

$538.27 

16.6567 

$689.47 

21.9892 

$910.20 

21.9892 

$910.20 

21.9892 

$910.20 

16.6265 

$688.22 

20.5759 

$851.70 

20.5759 

$851.70 

20.5759 

$851.70 

27.3653 

$1,132.73 

19.822 

$820.49 

28.119 

$1,163.93 

28.119 

$1,163.93 

48.227 

$1,996.26 

28.119 

$1,163.93 

15.8725 

$657.01 

14.5416 

$601.92 

15.8725 

$657.01 

15.8725 

$657.01 

19.822 

$820.49 

15.8725 

$657.01 

NOTE:  The  Merficare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  i^ich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

’Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wtl 
recorrsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.~nNAL 
INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


27676 


27680 


27681 


27685 


27686 


27687 


27690 


27691 


27692 


27695 


27696 


27698 


27700 


27704 


27705 


27707 


27709 


27726 


27730 


27732 


27734 


27740 


27742 


27745 


27750 


27752 


27756 


27758 


27759 


27760 


27762 


27766 


27767 


27768 


27769 


27780 


27781 


27784 


Repair  lower  leg  tendons 


Release  of  lower  leg  tendon 


Release  of  lower  leg  tendons 


Revision  of  lower  leg  tendon 


Revise  lower  leg  tendons 


Revision  of  calf  tendon 


Revise  lower  leg  tendon 


Revise  lower  leg  tendon 


Revise  additional  leg  tendon 


Repair  of  ankle  ligament 


Repair  of  ankle  ligaments 


Repair  of  ankle  ligament 


Revision  of  ankle  joint 


Removal  of  ankle  implant 


Incision  of  tibia 


Incision  of  fibula 


Incision  of  tibia  &  fibula 


Repair  fibula  nonunion 


s 


s 


s 


lESSSESIBBSEiSS 

||iB5SE15BSil!3S 


Reinforce  tibia 


Treatment  of  tibia  fracture 


Treatment  of  tibia  fracture 


Treatment  of  tibia  fracture 


Treatment  of  tibia  fracture 


Treatment  of  tibia  fracture 


CItx  medial  ankle  fx 


CItx  med  ankle  fx  w/mn 


Optx  medial  ankle  fx 


CItx  post  ankle  fx 


CItx  post  ankle  fx  w/mn 


ankle  fx 


Treatment  of  fibula  fracture 


Treatment  of  fibula  fracture 


Treatment  of  fibula  fracture 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

19.822 

$820.49 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

20.5759 

$851.70 

A2 

29.5325 

$1,222.44 

A2 

29.5325 

$1,222.44 

A2 

28.119 

$1,163.93 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

26.8898 

■  $1,113.05 

A2 

15.8725 

$657.01 

A2 

27.3653 

$1,132.73 

A2 

15.8725 

$657.01 

A2 

19.822 

$820.49 

G2 

24.8106 

$1,026.99 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

19.822 

$820.49 

A2 

27.3653 

$1,132.73 

A2 

48.227 

$1,996.26 

A2 

1.9994 

$82.76 

A2 

10.9093 

$451.57 

A2 

18.4125 

$762.15 

A2 

28.3198 

$1,172.24 

A2 

37.926 

$1,569.87 

A2  ' 

1.9994 

$82.76 

A2 

10.9093 

$451.57 

A2 

26.9062 

$1,113.73 

G2 

1.5579 

$64.49 

G2 

1.5579 

$64.49 

G2 

41.7982 

$1,730.15 

A2 

1.9994 

$82.76 

A2 

10.9093 

$451.57 

A2 

26.9062 

$1,113.73 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  fl^bte  stgmoidoiscopies  arxf  screening  cokXKiscopies  for  v^ich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent 

•R^ers  to  codes  designated  as  'office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 


J 
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ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


ADDENDUM  AA.-FINAL 
*  (INCLUDING  SURGICAL 


Short  Descriptor 


2'7786  T reatment  of  ankle  fracture 


27788  Treatment  of  ankle  fracture 


27792  Treatment  of  ankle  fracture 


27808  T reatment  of  ankle  fracture 


2781 0  T reatment  of  ankle  fracture 


27814  Treatment  of  ankle  fracture 


27816  Treatment  of  ankle  fracture 


2781 8  T reatment  of  ankle  fracture 


27822  Treatment  of  ankle  fracture 


27823  Treatment  of  ankle  fracture 


27824  Treat  lower  leg  fracture 


27825  Treat  lower  leg  fracture 


27826  Treat  lower  leg  fracture 


27827  Treat  lower  leg  fracture 


27828  Treat  lower  leg  fracture 


27829  Treat  lower  leg  joint 


27830  f  Treat  lower  leg  dislocation 


27831  Treat  lower  leg  dislocation 


27832  Treat  lower  leg  dislocation 


27840  Treat  ankle  dislocation 


27842  Treat  ankle  dislocation 


27846  Treat  ankle  dislocation 


27848  Treat  ankle  dislocation 


27860  Fixation  of  ankle  joint 


27870  Fusion  of  ankle  joint,  open 


27871  Fusion  of  tibiofibular  joint 


27884  Amputation  follow-up  surge 


27889  I  Amputation  of  foot  at  ankle 


28001  Drainage  of  bursa  of  foot 


28002  Treatment  of  foot  infection 


28003  Treatment  of  foot  infection 


28005  Treat  foot  bone  lesion 


28008  Incision  of  foot  fascia 


28010  Incision  of  toe  tendon 


28011  Incision  of  toe  tendons 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

1.9994 

$82.76 

A2 

1.9994 

$82.76 

A2 

26.9062 

$1,113.73 

A2 

1.9994 

$82.76 

A2 

4.2179 

$174.59 

A2 

26.9062 

$1,113.73 

A2 

1.9994 

$82.76 

A2 

4.2179 

$174.59 

A2 

26.9062 

$1,113.73 

A2 

36.5127 

$1,511.37 

A2 

1.9994 

$82.76 

A2 

10.9093 

$451.57 

A2 

26.9062 

$1,113.73 

A2 

36.5127 

$1,511.37 

A2 

37.926 

$1,569.87 

A2 

26.1525 

$1,082.53 

A2 

1.9994 

$82.76 

A2 

10.9093 

$451 .57 

A2 

26.1525 

$1,082.53 

A2 

4.2179 

$174.59 

A2 

11.5121 

-  $476.52 

A2 

26.9062 

$1,113.73 

A2 

26.9062 

$1,113.73 

A2 

11.5121 

$476.52 

A2 

49.6403 

$2,054.76 

A2 

49.6403 

$2,054.76 

A2 

16.6265 

$688.22 

A2 

20.5759 

$851.70 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

P3 

3.1889 

$132.00 

A2 

16.6265 

$688.22 

A2 

16.6265 

$688.22 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

P3 

2.3439 

$97.02 

A2 

16.5485 

$684.99 

’Refers  to  codes  designated  as  ‘office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  cleiims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
ONCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

28020 


28022 


28024 


28035 


28043 


28045 


28046 


28050 


28052 


28054 


28055 


28060 


28062 


28070 


28072 


28080 


28086 


28088 


28090 


28092 


28100 


28102 


28103 


04 


06 


28107 


28108 


28110 


28111 


28112 


28113 


28114 


28116 


28118 


28119 


28120 


28122 


28124 


Exploration  of  foot  joint 


Exploration  of  foot  joint 


Exploration  of  toe  joint 


Decompression  of  tibia  nerve 


Excision  of  foot  lesion 


Excision  of  foot  lesion 


Resection  of  tumor,  foot 


Neurectomy,  foot 


Partial  removal,  foot  fascia 


Removal  of  foot  fascia 


Removal  of  foot  joint  linin 


Removal  of  foot  lesion 


Excise  foot  tendon  sheath 


Excise  foot  tendon  sheath 


Removal  of  foot  lesion 


Removal  of  toe  lesions 


Removal  of  ankle/heel  lesion 


Remove/qraft  foot  lesion 


Remov8./Qraft  foot  lesion 


Removal  of  foot  lesion 


Remove/graft  foot  lesion 


Remove/qraft  foot  lesion 


Removal  of  toe  lesions 


Part  removal  of  metatarsal 


Part  removal  of  metatarsal 


Part  removal  of  metatarsal 


Part  removal  of  metatarsal 


Removal  of  metatarsal  heads 


Revision  of  foot 


Removal  of  heel  bone 


Removal  of  heel  spur 


Part  removal  of  ankle/heel 


Partial  removal  of  foot  bone 


Partial  removal  of  toe 


16.5485 


16.5485 


17.9617 


17.9617 


22.261 


16.5485 


5.3934 


$653.78 


$653.78 


$653.78 


$680.73 


$658.26 


$684.99 


$684.99 


$653.78 


$65a78 


$653.78 


$680.73 


$653.78 


$684.99 


$684.99 


$684.99 


$684.99 


$653.78 


$653.78 


$684.99 


$684.99 


$653.78 


$1,203.05 


$1,203.05 


$223  25 


NOTE:  The  Medicare  progrann  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  the  program  payment  is  75  percent  and  the 
bef)e<iciary  comsurance  is  25  percent. 


•Refers  to  codes  designated  as  'office-basod,"  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  daums  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-nNAL 
NCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


28126 


28130 


28140 


28150 


28153 


28160 


28171 


28173 


28175 


28190 


28192 


28193 


28200 


28202 


28208 


28210 


28220 


28222 


28225 


28226 


28230 


28232 


28234 


28238 


28240 


28250 


28260 


28261 


28262 


28264 


28270 


28272 


28280 


28285 


28286 


28288 


28289 


28290 


Subject  to 
Multiple 
Procedure 
Discounting 


Comntent 

Indicator 


Partial  removal  of  toe 


Removal  of  ankle  bone 


Removal  of  metatarsal 


Removal  of  toe 


Partial  removal  of  toe 


Partial  removal  of  toe 


s 

9 


Extensive  foot  sur 


Extensive  foot  surge 


Removal  of  foot  foreign  bod 


Repair  of  foot  tendon 


Repair/graft  of  foot  tendon 


Repair  of  foot  tendon 


Repair/graft  of  foot  tendon 


Release  of  foot  tendon 


Release  of  foot  tendons 


Release  of  foot  tendon 


Release  of  foot  tendons 


Incision  of  foot  ten 


Incision  of  toe  tendon 


Incision  of  foot  tendon 


Revision  of  foot  tendon 


Release  of  big  toe 


Revision  of  foot  fascia 


Release  of  mkffoot  joint 


Revision  of  foot  tendon  • 


Revision  of  foot  and  ankle 


Release  of  midfoot  joint 


Release  of  foot  contracture 


Release  of  toe  joint,  each 


Fusion  of  toes 


Repair  of  hammertoe 


Repair  of  hammertoe 


Partial  removal  of  foot  bone 


Repair  hallux  riqidus 


Correction  of  bunion 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

P3 

3.2936 

$136.33 

A2 

13.0039 

$538.27 

A2 

8.9547 

$370.66 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

29.0641 

$1,203.05 

P3 

5.0798 

$210.27 

A2 

14.4636 

$598.69 

A2 

14.4636 

$598.69 

A2 

14.4636 

$598.69 

P3 

4.9839 

$206.30 

P3 

4.766 

$197.28 

A2 

15.7945 

$653.78 

A2 

29.0641 

$1 ,203.05 

A2 

15.7945 

$653.78 

A2 

16.5485 

$654.99 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

A2 

17.9617 

$743.49 

A2 

26.9792 

$1,116.75 

A2 

16.5485 

$684.99 

P3 

4.6005 

$190.43 

A2 

15.7945 

$653.78 

A2 

16.5485 

$684.99 

A2 

17.9617 

$743.49 

A2 

16.5485 

$684.99 

A2 

16.5485 

$684.99 

i  A2 

20.3981 

$844.34 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  arrmunt  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colorK)scopies  for  ^ich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

‘Refers  to  codes  designated  as  ’office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
recorrskfer  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.--FINAL 
INCLUDING  SURGICAL 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Short  Descriptor 


Correction  of  bunion 


Correction  of  bunion 


Correction  of  bunion 


Correction  of  bunion 


Correction  of  bunion 


Correction  of  bunion 


Correction  of  bunion 


Incision  of  heel  bone 


Incision  of  ankle  bone 


Incision  of  midfoot  bones 


Incise/qraft  midfoot  bones 


Incision  of  metatarsal 


Incision  of  metatarsal 


Incision  of  metatarsal 


Incision  of  metatarsals 


Revision  of  biq  toe 


Revision  of  toe 


Repair  deformity  of  toe 


Removal  of  sesamoid  bone 


Repair  of  foot  bones 


Repair  of  metatarsals 


Resect  enlarged  toe  tissue 


Resect  enlarged  toe 


Treatment  of  heel  fracture 


Treatment  of  heel  fracture 


Treatment  of  heel  fracture 


Treat  heel  fracture 


Treat/qraft  heel  fracture 


Treatment  of  ankle  fracture 


Treatment  of  ankle  fracture 


Treatment  of  ankle  fracture 


Treat  ankle  fracture 


Osteochondral  talus  autoqrft 


Treat  midfoot  fracture,  each 


Treat  midfoot  fracture,  each 


Treat  midfoot  fracture 


NOTE:  The  Medkare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  cdnsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  signrokJoscopies  and  screening  colonoscopies  for  vy4iich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  ‘office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
recorrsider  this  designation  when  new  claims  data  become  available. 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

20.3981 

$844.34 

21.1519 

$875.54 

21.1519 

$875.54 

21.1519 

$875.54 

21.1519 

$875.54 

21.1519 

$875.54 

23.59 

$976.46 

28.3103 

$1,171.85 

15.7945 

$653.78 

28.3103 

$1,171.85 

29.0641 

$1,203.05 

17.9617 

$743.49 

17.9617 

$743.49 

15.7945 

$653.78 

30.4776 

$1,261.56 

16.5485 

$684.99 

16.5485 

$684.99 

15.7945 

$653.78 

17.9617 

$743.49 

30.4776 

$1,261.56 

30.4776 

$1,261.56 

17.9617 

$743.49 

17.9617 

$743.49 

17.9617 

$743.49 

17.9617 

$743.49 

1.9994 

$82.76 

10.9093 

$451.57 

17.6585 

$730.94 

36.5127 

.  $1,511.37 

28.3198 

$1,172.24 

1.5579 

$64.49 

1.9994 

$82.76 

17.6585 

$730.94 

26.9062 

$1,113.73 

46.114 

$1,908.80 

1.5579 

$64.49 

1.5579 

$64.49 

17.6585 

$730.94 
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ADDENDUM  AA.--FINAL  ASC  COVERED  SURGJCAI.  PROCEDURES  FOR  CY  2 
INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 

Short  Descriptor 

28465 

Treat  midfoot  fracture,  each 

28470 

Treat  metatarsal  fracture 

28475 

Treat  metatarsal  fracture 

28476 

Treat  metatarsal  fracture 

28485 

Treat  metatarsal  fracture 

28490 

Treat  big  toe  fracture 

28495 

Treat  big 

toe  fracture 

28496 

Treat  big 

toe  fracture 

28505 

Treat  big 

toe  fracture 

28510 

Treatment  of  toe  fracture 

28515 

Treatment  of  toe  fracture 

28525 

Treat  toe  fracture 

28530 

Treat  sesamoid  bone  fracture 

28531 

Treat'sesamoid  bone  fracture 

28540 

Treat  foot  dislocation 

28545 

Treat  foot  dislocation 

28546 

Treat  foot  dislocation 

28555 

Repair  foot  dislocation 

28570 

Treat  foot  dislocation 

28575 

Treat  foot  di^ocation 

28576 

T  reat  foot  dislocation 

28585 

Repair  foot  dislocation 

28600  * 

T  reat  foot  dislocation 

28605 

Treat  foot  dislocation 

28606 

Treat  foot  dislocation 

28615 

Repair  foot  dislocation 

28630 

Treat  toe  dislocation 

28635 

Treat  toe  dislocation 

28636 

Treat  toe  dislocation 

28645 

Repair  toe  dislocation 

28660 

Treat  toe  dislocation 

28665 

Treat  toe  dislocation 

28666 

Treat  toe  dislocation 

28675 

Repair  of  toe  dislocation 

28705 

Fusion  of  foot  bones 

28715 

Fusion  of  foot  bones 

28725 

Fusion  of  foot  bones 

Subject  to 
Multiple 
Procedure 
Discounting 


Comnient 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

26.9062 

$1,113.73 

P2 

1.5579 

$64.49 

P2 

1.5579 

$64.49 

A2 

17.6585 

$730.94 

A2 

28.3198 

$1,172.24 

P2 

1.5579 

$64.49 

P2 

1.5579 

$64.49 

A2 

17.6585 

$730.94 

A2 

18.4125 

$762.15 

P3 

1.4029 

$58.07 

P2 

1.5579 

$64.49 

A2 

18.4125 

$762.15 

P3 

1.3505 

$55.90 

.  A2 

18.4125 

$762.15 

P2 

1.5579 

$64.49 

A2 

16.3276 

$675.85 

A2 

17.6585 

$730.94 

A2 

26.1525 

$1,082.53 

P3 

2.0214 

$83.67 

A2 

10.9093 

$451.57 

A2 

18.4125 

$762.15 

A2 

18.4125 

$762.15 

P2 

1.5579 

$64.49 

A2 

1.9994 

$82.76 

A2 

17.6585 

$730.94 

A2 

26.9062 

$1,113.73 

P2  ' 

1.5579 

$64.49 

A2 

11.5121 

$476.52 

A2 

18.4125 

$762.15 

A2 

18.4125 

$762.15 

P3 

1.1154 

$46.17 

A2 

11.5121 

$476.52 

A2 

18.4125 

$762.15 

A2 

18.4125 

$762.15 

A2 

30.4776 

$1,261.56 

A2 

49.6403 

A2 

30.4776 

$1,261.56 

A2 

30.4776 

$1,261.56 

NOTE:  TTie  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigrtroidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wiM 
reconsider  this  designation  w4)en  new  claims  data  become  available. 
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HCPCS 

Code 


28735 


28737 


28740 


28750 


28755 


28760 


28810 


28820 


28825 


28890 


29000 


29010 


29015 


29020 


29025 


29035 


29040 


29044 


29046 


29049 


29055 


29058 


29065 


29075 


29085 


29086 


29105 


29125 


29126 


29130 


29131 


29200 


29220 


29240 


29260 


29280 


29305 


29325 


DENDUM  AA.--FINAL 
INCLUDING  SURGICAL 


Short  Descriptor 


Fusion  of  foot  bones 


Revision  of  foot  bones 


Fusion  of  foot  bones 


Fusion  of  biq  toe  joint 


Fusion  of  big  toe  joint 


Fusion  of  biq  toe  joint 


Amputation  toe  &  metatarsal 


Amputation  of  toe 


Partial  amputation  of  toe 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


Application  of  body  cast 


ication  of  body  cast 


lication  of  body  cast 


ication  of  body  cast 


lication  of  body  cast 


ication  of 


Application  of  body  cast 


ication  of  body  cast 


lication  of  body  cast 


ication  of  figure  eight 


ication  of  shoulder  cast 


lication  of  shoulder  cast 


lication  of  long  arm  cast 


lication  of  forearm  cast 


ly  hand/wrist  cast 


ICS?^ 


forearm  splint 


ly  forearm  splint 


lication  of  firtger  splint 


lication  of  finger  splint 


of  chest 


Strapping  of  low  back 


of  shoulder 


Strapping  of  elbow  or  wrist 


IES3® 


mmmsms 


ication  of  hip  cast 


lication  of  hip  casts 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

30.4776 

$1,261.56 

A2 

31.5022 

$1,303.97 

A2 

30.4776 

$1,261.56 

A2 

30.4776 

$1,261.56 

A2 

17.9617 

$743.49 

A2 

30.4776 

$1,261.56 

A2 

15.7945 

$653.78 

A2 

15.7945 

$653.78 

A2 

15.7945 

$653.78 

P3 

4.1737 

$172.76 

G2 

1.0575 

$43.77 

P2 

2.37 

$98.10 

P2 

2.37 

$98.10 

G2 

1.0575 

$43.77 

P2 

1.0575 

$43.77 

P2 

2.37 

$98.10 

G2 

1.0575 

$43.77 

P2 

2.37 

$98.10 

G2 

2.37 

,  $98.10 

-  P3 

0.9584 

$39.67 

P2 

2.37 

$98.10 

P2 

1.0575 

$43.77 

P3 

1.1241 

$46.53 

P3 

1.0804 

$44.72 

P2 

1.0575 

$43.77 

P3 

0.9062 

$37.51 

P3 

0.9758 

$40.39 

P3 

0.8451 

$34.98 

P3 

0.8975 

$37.15 

P3 

0.3834 

$15.87 

P3 

0.5576 

$23.08 

P3 

0.5402 

$22.36 

P3 

0.5837 

$24.16 

P3 

0.61 

$25.25 

P3 

0.5837 

$24.16 

P3 

0.5926 

$24.53 

P2 

2.37 

$98.10 

P2 

2.37 

$98.10 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screer^  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percerrt  and  the 
beneficiary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  \M)en  new  claims  data  become  availeible. 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68881 


ADDENDUM  AA.~nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Muttiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

ication  of  lonq  leq  cast 


ication  of  lonq  leq  cast 


lication  of  lonq  leq  cast 


iiaiBsisBiias 

m 

mtiMJiiRiiy 


Addition  of  walker  to  cast 


cast 


ication  of  leq  cast 


lication,  lonq  leq  splint 


lication  lower  leq  splint 


\m. 

lla.J.'lil.ll.Bliil.H 


Strappinq  of  knee 


Strappinq  of  ankle  and/or  ft 


Strappinq  of  toes 


lication  of  paste  boot 


lication  of  foot  splint 


Removal/revision  of  cast 


Removal/revision  of  cast 


Removal/revision  of  cast 


Removal/revision  of  cast 


Repair  of  body  cast 


Windowinq  of  cast 


Wedqinq  of  clubfoot  cast 


Jaw  arthrosc 


Jaw  arthroscopv/surqe 


29806 

Shoulder  arthroscopy/surge 

29807 

Shoulder  arthroscopy/surge 

29819 

Shoulder  arthrosQOpy/surge 

29820 

Shoulder  arthroscopy/surge 

29821 

Shoulder  arthroscopy/surge 

29822 

Shoulder  arthroscopy/surge 

29823 

Shoulder  arthroscopy/surge 

29824 

Shoulder  arthroscopy/surge 

29825 

Shoulder  arthroscopy/surge 

P3  i 

1.4725 

$60.95 

P3 

1.4464 

$59.87 

P3 

1.795 

$74.30 

P3 

1.3942 

$57.71 

P3 

1.0369 

$42.92 

P3 

1.0543 

$43.64 

P3 

1.3331 

$55.18 

P3 

0.5663 

$23.44 

P3 

1.4029 

$58.07 

P2 

1.0575 

$43.77 

P3 

0.941 

$38.95 

P3 

0.8016 

$33.18 

P3 

0.575 

$23.80 

P3 

0.5837 

$24.16 

P3 

0.4356 

$18.03 

P3 

0.4443 

$18.39 

P3 

0.6013 

$24.89 

P3 

0.488 

$20.20 

P3 

0.8103 

$33.54 

P3 

0.6883 

$28.49 

P3 

1.2111 

$50.13 

P2 

1.0575 

$43.77 

P3 

1.0108 

$41.84 

P3 

0.6622 

$27.41 

P3 

0.9062 

$37.51 

P3 

0.9497 

$39.31 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

•  A2 

20.3484 

$842.28 

A2 

30.0019 

$1,241.87 

A2 

30.0019 

$1,241.87 

A2 

^  30.0019 

$1,241.87 

A2 

30.0019 

$1,241.87 

A2 

30.0019 

$1,241.87 

A2 

20.3484 

$842.28 

A2 

30.0019 

$1,241.87 

A2 

22.7865 

$943.20 

A2 

30.0019 

$1,241.87 

NOTE:  The  Medicare  program  paymerrt  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amours,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-FINAL 
(INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


29830 


29834 


29835 


29836 


29837 


29838 


29840 


29843 


29844 


29845 


29846 


29847 


29848 


29850 


29851 


29855 


29856 


29860 


29861 


29862 


29863 


29866 


29870 


29871 


29873 


29874 


29875 


29876 


29877 


29879 


29880 


29881 


29882 


29883 


29884 


Shoulder  arthroscopy/surge 


rotator  cuff  re 


Eltx)w  arthrosc 


Elbow  adh.'oscoDv/surae 


Elbow  arthrosc 


Elbow  arthroscopy/surqe 


Elbow  arthroscopy/surqe 


Wrist  arthrosco 


Wrist  arthroscopy/surqe 


Wrist  arthroscopy/surqe 


Wrist  arthroscopy/surqe 


Wrist  arthroscopy/sur 


Knee  arthroscopy/surqe 


Tibial  arthrosc 


Autgrft  impint,  knee  w/sco 


Knee  arthrosc 


Knee  arthroscopy/drainaqe 


Knee  arthroscopy/surqe 


Knee  arthroscopy/surqe 


g 


Knee  arthroscopy/surqe 


Knee  arthroscopy/sur 


lISlSBfflBBBIiMIBHB 

mm 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 

CY2009  . 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

30.0019 

$1,241.87 

A2 

32.44 

$1,342.79 

G2 

47.9898 

$1,986.44 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

30.0019 

$1,241.87 

A2 

30.1126 

$1,246.45 

A2 

21.7617 

$900.78 

A2 

31.4155 

$1,300.38 

A2 

31.4155 

$1,300.38 

A2 

31.4155 

$1,300.38 

A2 

31.4155 

$1,300.38 

A2 

31.4155 

$1,300.38 

A2 

39.7664 

$1,646.05 

A2 

31.4155 

$1,300.38 

G2 

47.9898 

$1,986.44 

A2 

■  20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

21.7617 

$900.78 

A2 

21.7617 

$900.78 

A2 

21.7617 

$900.78 

A2 

20.3484 

$842.28 

A2 

21.7617 

$900.78 

A2 

21.7617 

$900.78 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

A2 

20.3484 

$842.28 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexibie  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  ‘office-based,’’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-FINAL 
INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


29885 


29886 


29887 


29888 


29889 


29891 


29892 


29893 


29894 


29895 


29897 


29898 


29899 


29900 


29901 


29902 


29904 


29905 


29906 


29907 


30000 


30020 


30100 


Ankle  arthroscopv/surqe 


Ankle  arthroscopy/surge 


antar  fasciotom 


Ankle  arthroscopv/surae 


Ankle  arthroscopy/surge 


Ankle  arthroscopy/surge 


Ankle  arthroscopy/surge 


||S93S5!ES!j!ISS5K~ 

vrnmmismm 


Mcp  joint  arthrosc 


Subtalar  arthro  w/fb  rmvl 


Subtalar  arthro  w/exc 


Subtalar  arthro  w/deb 


Subtalar  arthro  w/fusion 


Drainage  of  nose  lesion 


Drainage  of  nose  lesion 


Intranasal  bi 


Removal  of  nose 


Removal  of  nose 


Removal  of  intranasal  lesion 


Removal  of  intranasai  lesion 


Revision  of  nose 


Removal  of  nose  lesion 


Removal  of  nose  lesion 


Excise  inferior  turbinate 


Resect  inferior  turbinate 


Partial  removal  of  nose 


Removal  of  nose 


Injection  treatment  of  nose 


Nasal  sinus  thera 


Insert  nasal  septal  button 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

A2 

30.0019 

A2 

20.3484 

A2 

20.3484 

A2 

30.0019 

A2 

30.0019 

A2 

30.0019 

A2 

30.0019 

A2 

25.3299 

A2 

20.3484 

A2 

20.3484 

A2 

20.3484 

A2 

20.3484 

A2 

30.0019 

A2 

20.3484 

A2 

20.3484 

A2 

20.3484 

G2 

28.6825 

G2 

28.6825 

G2 

28.6825 

G2 

47.9898 

P2 

3.2246 

P2 

3.2246 

P3 

2.0912 

P3 

3.2327 

A2 

13.6586 

A2 

14.4126 

A2 

18.0767 

A2  1 

12.3277 

R2 

7.3454 

A2 

25.6688 

A2 

14.4126 

A2 

17.3227 

A2 

26.4228 

A2 

27.8361 

P3 

1.6469 

P3 

2.0912 

A2 

9.1397 

P2 

0.6301 

CY  2009 
Second  Year 
Transition 
Payment 


$1,241.87 


$842.28 


$842.28 


$1,241.87 


'  $1,241.87 


$1,241.87 


$1,241.87 


$1,048.48 


$842.28 


$842.28 


$842.28 


$842.28 


$1,241.87 


$842.28 


$842.28 


$842.28 


$1,187.25 


$1,187.25 


$1,187.25 


$1,986.44 


$133.48 


$133.48 


$86.56 


$133.81 


$565.37 


$596.58 


$748.25 


$510.28 


$304.05 


$1,062.51 


$596.58 


$717.04 


$1,093.72 


$1,152.22 


$68.17 


$86.56 


$378.32 


$26.08 


NOTE;  The  Medkare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigrtwidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  daims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.--nNAL 
INCLUDING  SURGICAL 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


Short  Descriptor 


Reconstruction  of  nose 


Reconstruction  of  nose 


Reconstruction  of  nose 


Revision  of  nose 


Revision  of  nose 


Revision  of  nose 


Revision  of  nose 


Revision  of  nose 


Repair  nasal  stenosis 


turn 


Repair  nasal  defect 


Repair  nasal  defect 


Release  of  nasal  adhesions 


Repair  mouth/nose  fistula 


Intranasal  reconstruction 


Repair  nasal  septum  defect 


Ablate  inf  turbinate,  superf 


Cauterization,  inner  nose 


Control  of  nosebleed 


Control  of  nosebleed 


Control  of  nosebleed 


Repeat  control  of  nosebleed 


Ligation,  nasal  sinus  arte 


Ther  fx,  nasal  Inf  turbinate 


Inigation,  maxillary  sinus 


Irrigation,  spherKxd  sinus 


Exploration,  maxillary  sinus 


Exploration,  maxillarv  sinus 


Explore  sinus,  remove  pol 


ation,  sphenoid  sinus 


enoid  sinus  suroe 


Exploration  of  frontal  sinus 


Exploration  of  frontal  sinus 


Subject  to 
Multiple 
Procedure 
Discounting 


Comnient 

Indicator 


1 - 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

A2 

12.3277 

A2 

13.6586 

A2 

27.8361 

A2 

28.8609 

A2 

28.8609 

A2 

18.0767 

A2 

28.8609 

A2 

32.1354 

’  A2 

32.1354 

A2 

36.187 

A2 

36.187 

A2 

19.49 

A2 

28.8609 

A2 

28.8609 

A2 

3.3875 

A2 

27.8361 

A2 

27.8361 

'  A2 

32.1354 

A2 

23.7893 

A2 

7.595 

A2 

7.595 

P2 

1.0833 

A2 

1.3954 

A2 

1.3954 

A2 

1.3954 

A2 

18.5932 

A2 

19.3472 

A2 

15.8259  1 

P3 

2.6925 

R2 

7.3454 

A2 

17.3227 

A2 

26.4228 

A2 

27.8361 

R2 

24.1393 

A2 

25.6688 

A2 

27.8361 

A2 

17.3227 

CY  2009 
Second  Year 
*  Transition 
Payment 


$510.28 


$565.37 


$1,152.22 


$1,194.64 


$1,194.64 


$748.25 


$1,194.64 


$1,330.18 


$1,330.18 


$1,497.89 


$1,497.89 


$806.75 


$1,194.64 


$1,194.64 


$140.22 


$1,152.22 


$1,152.22 


$1,330.18 


$314.38 


$314.38 


$44.84 


$57.76 


$57.76 


$57.76 


$769.63 


$800.84 


$655.08 


$111.45 


$304.05 


$717.04 


$1,093.72 


$1,152.22 


$999.20 


$1,062.51 


$1,152.22 


$717.04 


$1,152.22 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsursince  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  dakns  data.  We  will 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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ADDENDUM  AA.-RNAL 
(INCLUDING  SURGICAL 


Short  Oescri|9tor 


31080  Removal  of  frontal  sinus 


31081  Removal  of  frontal  sinus 


31084  Removal  of  frontal  sinus 


31085  Removal  of  frontal  sinus 


31086  Removal  of  frontal  sinus 


31087  Removal  of  frontal  sinus 


31090  Exploration  of  sinuses 


31200  Removal  of  ethmoid  sinus 


31201  Removal  of  ethmoid  sinus 


31205  Removal  of  ethmoid  sinus 


31231  Nasal  endosc 


31233  Nasal/sinus  endosco 


31235  Nasal/sinus  endosc 


31237  Nasal/sinus  endosc 


31238  Nasal/sinus  endosc 


31239  Nasal/sinus  endosc 


31240  Nasal/sinus  endosc 


31254  Revision  of  ethmoid  sinus 


31255  Removal  of  ethmoid  sinus 


31256  Exploration  maxillarv  sinus 


31267  Endosc 


31276  Sinus  endosco 


31287  Nasal/sinus  endoscopy,  sur 


31288  Nasal/sinus  endosc 


31300  Removal  of  larynx  lesion 


31320  Diagnostic  incision,  la 


31400  Revision  of  larynx 


31420  I  Removal  of  epiglottis 


31511  Remove  foreign  body,  larynx 


31512  Removal  of  larynx  lesion 


31513  Injection  into  vocal  cord 


31515  Laryngoscopy  for  aspiration 


31520  Dx  laryngoscopy,  newtx>m 


31525  Dx  laryngoscopy  excl  nb 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


CY  2009 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 


Second  Year 
Transition 
Payment 
Weight 


27.8361 


27.8361 


27.8361 


27.8361 


27.8361 


27.8361 


28.8609 


25.6688 


28.8609 


26.4228 


1.7629 


1.8989 


12.901 


14.2319 


12.901 


18.8314 


14.2319 


17.4179 


19.856 


17.4179 


17.4179 


17.4179 


17.4179 


17.4179 


20.5148 


25.6688 


25.6688 


25.6688 


2.3579 


1.3557 


0.801 


14.2319 


14.2319 


1.8989 


12.901 


1.7629 


12.901 


$1,152.22 


$1,152.22 


$1,152.22 


$1,152.22 


$1,152.22 


$1,152.22 


$1,194.64 


$1,062.51 


$1,194.64 


$1,093.72 


$72.97 


$78.60 


$589.10 


$534.01 


$779.49 


$589.10 


$720.98 


$821.90 


$720.98 


$720.98 


$720.98 


$720.98 


$720.98 


$849.17 


$1,062.51 


$1,062.51 


$1,062.51 


$97.60 


$56.12 


$33.16 


$589.10 


$78.60 


$589.10 


$78.60 


$634.01 


$72.97 


$534.01 


NOTE:  The  Medicare  program  payment  is  00  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  eind  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  'office-ba&ed,*  whose  designation  eis  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-RNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

31527 


31528 


31529 


31530 


31531 


31535 


31536 


31540 


31541 


31545 


31546 


31560 


31561 


31570 


31571 


31575 


31576 


31577 


31578 


31579 


31580 


31582 


31588 


31590 


31595 


31603 


31605 


31611 


31612 


31613 


31614 


31615 


31620 


31622 


31623 

31624 

31625 


Larynqoscopv  for  treatment 


Larvnaosc 


Larynscop  w/tumr  exc  4-  sc 
Remove  vc  lesion  w/sc 


Remove  vc  lesion  scooe/araft 


w/arvtenoidectom 


Larvn 


Remove  foreign  body,  larynx 


Removal  of  larynx  lesion 


Revision  of  larynx 


Revision  of  larvnx 


Revision  of  larynx _ 

Reinnervate  larynx 


Larvnx  nerve  surae 


incision  of  wind 


Incision  of  win 


/speech  prosthesis 


Puncture/clear  windoi 


Visualization  of  wind 


Endobronchial  us  add-on 


Dx  bronchoscope/wash 


Dx  bronchoscope/brush 
Dx  bronchoscope/lavage 
Bronchoscopy  w/biopsv(s 


15.333 


14.2319 


14.2319 


16.6642 


17.4179 


16.6642 


17.4179 


17.4179 


18.8314 


18.8314 


18.8314 


19.856 


19.856 


14.2319 


16.6642 


1.5162 


16.6642 


4.9226 


16.6642 


2.7012 


28.8609 


28.8609 


28.8609 


28.8609 


25.6688 


7.595 


7.3454 


18.0767 


15.9918 


17.3227 


25.6688 


7.595 


8.895 


10.2259 

10.2259 

10.2259 


$634.68 


$589.10 


$589.10 


$689.78 


$720.98 


$689.78 


$720.98 


$720.98 


$779.49 


$779.49 


$779.49 


$821.90 


$821.90 


$589.10 


$689.78 


$62:76 


$689.78 


$203.76 


$689.78 


$111.81 


$1,194.64 


$1,194.64 


$1,194.64 


1,194.64 


$314.38 


$304.05 


$748.25 


$661.95 


$717.04 


$1,062.51 


$314.38 


$368.19 


$423.28 

$423.28 

$423.28 


NOTE:  The  Medicare  program  payment  is  00  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexiWe  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  "office-based,*  whose  desiytation  as  office-based  is  temporary  because  we  have  insufficient  claims  data  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 


Federal  Register/ Vol.  73,  No.  223 /Tuesday,  November  18,  2008 /Rules  and  Regulations  68887 


ADDENDUM  AA.~FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


31628 


31629 


►31630 


31631 


31632 


31633 


31635 


31636 


31637 


31638 


31640 


31641 


31643 


31645 


31646 


31656 


31715 


31717 


31720 


31730 


31750 


31755 


31820 


31825 


31830 


32400 


32405 


32420 


32421 


32422 


32550 


32960 


32998 


33010 


33011 


33206 


33207 


33208 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Bronchoscopy/iung  bx,  each 


Bronchoscopy/needle  bx,  each 


Bronchosc 


Bronchosc 


Bronchoscopy/Iung  bx,  add'l 


Bronchoscopy/needle  bx  add'l 


Bronchoscopy  w/fb  removal 


Bronchoscopy,  bronch  stents 


Bronchosc 


Bronchosc 


Bronchoscopy  wAumor  excise 


Bronchosc 


Diaq  bronchoscope/catheter 


Bronchosc 


Bronchosc 


Bronchosc 


injection  for  bronchus  x-ra 


Bronchial  brush  bi 


lEHElW 

lEHEESEH 


lesion 


defect 


Revise  windpipe  scar 


Needle  bio 


,  lung  or  mediastinum 


Puncture/clear  lun 


Thoracentesis  for  aspiration 


Thoracentesis  w/tube  insert 


Insert  pleural  cath 


umothorax 


Perq  rf  ablate  b(,  pul  tumor 


Drainage  of  heart  sac 


Repeat  drainage  of  heart  sac 


insertion  of  heart  pacemaker 


Insertion  of  heart  pacemaker 


Insertion  of  heart  pacemaker 


Payment 

Indicator 

CY2009  . 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

10.2259 

$423.28 

A2 

10.2259 

$423.28 

A2 

17.523 

$725.33 

A2 

17.523 

$725.33 

G2 

9.9453 

$411.67 

G2 

9.9453 

$411.67 

A2 

10.2259 

$423.28 

A2 

17.523 

$725.33 

A2 

8.895 

$368.19 

A2 

17.523 

$725.33 

A2 

17.523 

$725.33 

A2 

17.523 

$726.33 

A2 

10.2259 

$423.28 

A2 

8.895 

$368.19 

A2 

8.895 

$368.19 

A2 

8.895 

$368.19 

N1 

A2 

4.9226 

$203.76 

A2 

0.7538 

$31.20 

A2 

4.9226 

$203.76 

A2 

28.8609 

$1,194.64 

A2 

25.6688 

$1,062.51 

A2 

12.3277 

$510.28 

A2 

17.3227 

$717.04 

A2 

17.3227 

$717.04 

A2 

8.5923 

$355.66 

A2 

8.5923 

$355.66 

A2 

5.2248 

$216.27 

A2 

5.2248 

$216.27 

G2 

5.2015 

$215.31 

G2 

29.1233 

$1,205.50 

G2 

5.2015 

$215.31 

G2 

45.3434 

$1,876.90 

A2 

5.2248 

$216.27 

A2 

5.2248 

$216.27 

J8 

167.6312 

$6,938.76 

J8 

167.6312 

$6,938.76 

J8 

207.9103 

$8,606.03 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigrrxNdoscopies  and  screening  colorvsscopies  for  which  the  program  payment  is  75  percent  arxj  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  'office-based.'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  mII 
reconsider  this  designation  v^ren  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


CY2009 


Short  Descriptor 


Insertion  of  heart  electrode 


Insertion  of  heart  electrode 


Insertion  of  pulse  generator 


Insertion  of  pulse  generator 


Upgrade  of  pacemaker  system 


Insert  lead  pace-defib,  one 


Insert  lead  pace-defib,  dual 


Repair  lead  pace-defib,  one 


35188 


35207 


35473 


35476 


35492 


35572 


35761 


35875 


35876 


36000 


36002 


36005 


36010 


Revise 


Revise 


Insert  pacing  lead  &  connect 


L  ventric  pacing  lead  add-on 


ition  I  ventric  lead 


Removal  of  pacemaker  system 


Removal  of  pacemaker  system 


Removal  pacemaker  electrode 


Insert  pulse  generator 


Remove  pulse  generator 


Eltrd/insert  pace-defib 


Implant  pat-active  ht  record 


Remove  pat-active  ht  record 


Endosc 


Removal  of  vein  clot 


Repair  blood  vessel  lesion 


Repair  blood  vessel  lesion 


SSB3SE&S 

iismsRis 


rcutaneous 


Harvest  femoropopliteal  vein 


Exploration  of  arterv/vein 


Removal  of  clot  in  graft 


Removal  of  clot  in  graft 


Place  needle  in  vein 


Pseudoaneurvsm  iniection  trt 


Place  catheter  in  vein 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

indicator 


Second  Year 
Transition 
Payment 
Weight 


49.2255 


49.2255 


131.6503 


151.9527 


207.9103 


21.5762 


49.2255 


49.2255 


21.5762 


21.5762 


13.0418 


13.0418 


196.2479 


196.2479 


21.5762 


16.0414 


21.5762 


21.5762 


489.196 


21.5762 


652.8693 


103.2228 


8.051 


39.3079 


27.0744 


27.0744 


47.1543 


47.1543 


88.0088 


28.3113 


35.4253 


35.4253 


CY2009 
Second  Year 
Transition 
Payment 


$2,037.59 


$2,037.59 


$5,449.40 


$6,289.78 


$8,606.03 


$893.10 


$2,037.59 


$2,037.59 


$893.10 


$893.10 


$539.84 


$539.84 


$8,123.29 


$8,123.29 


$893.10 


$664.00 


‘  $893.10 


$893.10 


$20,249.29 


$893.10 


$27,024.22 


$4,272.70 


$333.26 


$1,627.07 


$1,120.69 


$1,120.69 


$1,951.86 


$1,951.86 


$3,642.95 


$1,171.89 


$1,466.36 


$1,466.36 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  arrK>unt  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  fl^ble  sigmoidoscopies  and  screening  colonoscopies  for  \Miich  the  program  payment  is  75  percent  arxf  the 
beneficiary  coinsurance  is  25  percent  ^ 

•Refers  to  codes  designated  as  "office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  daims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


CY2009 


HCPCS 

Code 


36011 


36012 


36013 


36014 


36015 


36100 


36120 


36140 


36145 


36160 


36200 


36215 


36216 


36217 


36218 


36245 


36246 


36247 


36248 


36260 


36261 


36262 


36400 


36405 


36406 


36410 


36416 


36420 


36425 


36430 


36440 


Short  Descriptor 


Race  catheter  in  vein 


Race  catheter  in  vein 


Race  catheter  in  arte 


Place  catheter  in  arte 


Place  catheter  in  arte 


Establish  access  to  arte 


Establish  access  to  arte 


Establish  access  to  arte 


Arterv  to  vein  shunt 


Establish  access  to  aorta 


Place  catheter  in  aorta 


Place  catheter  in  arte 


Place  catheter  in  arte 


Place  catheter  in  arte 


Place  catheter  in  arte 


Place  catheter  in  arte 


Race  catheter  in  arte 


Place  catheter  in  arte 


Place  catheter  in  arte 


msBmmim 

msmammm 


Bl  draw  <  3  vrs  fem/iuaular 


Bi  draw  <  3  vrs  scalp  vein 


other  vein 


Non-routine  bl  draw  >  3  vrs 


Capillarv  blood  draw 


mfim, 


Vein  access  cutdown  >  1  vr 


Rood  transfusion  service 


Bl  push  transfuse.  2  vr  or  < 


Bl  exchangeAransfuse,  nb  • 


Bl  excharKie/transfuse  non-nb 


Iniection(s),  spider  veins 


Injectionfs),  spider  veins 


Injection  therapv  of  vein 


Injection  therapv  of  veins 


Endovenous  rf,  1st  vein 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurarve  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  cokxKiscopies  for  \Miich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  "office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  v«ll 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

36476 


36478 


36479 


36481 


36500 


36510 


36511 


36512 


36513 


36514 


36515 


36516 


36522 


36555 


36556 


36557 


36558 


36560 


36561 


36563 


36565 


36566 


36568 


36569 


36570 


36571 


36575 


36576 


36578 


36580 


36581 


36582 


36583 


36584 


36585 


36589 


36590 


36591 


ICS 
lET 
Ifaj! 
lEIS 


Endovenous  rf,  vein  add-on 


Endovenous  laser,  1st  vein 


Endovenous  laser  vein  addon 


Insertion  of  catheter,  vein 


Insertion  of  catheter,  vein 


Insertion  of  catheter,  vein 


heresis  wbc 


resis  rtx: 


eresis  platelets' 


heresis  plasma 


eresis,  adsorp/reinfuse 


eresis,  selective 


Phot 


Insert  non-tunnel  cv  cath 


Insert  non-tunnel  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert  tunneled  cv  cath 


Insert 


Insert  picc  cath 


Insert  picvad  cath 


Insert  picvad  cath 


Repair  tunneled  cv  cath 


Repair  tunneled  cv  cath 


Replace  tunneled  cv  cath 


Replace  cvad  cath 


Replace  tunneled  cv  cath 


Replace  tunneled  cv  cath 


Replace  tunneled  cv  cath 


Replace  picvad  cath 


Removal  tunneled  cv  cath 


Removal  tunneled  cv  cath 


Draw  Wood  off  venous  device 


29.1114 


29.1114 


29.1114 


11.214 


11.214 


11.214 


11.214 


30.0199 


30.0199 


30.0199 


9.3173 


9.3173 


17.4008 


17.4008 


20.5105 


20.5105 


20.5105 


20.5105 


20.5105 


9.3173 


9.3173 


18.1545 


18.1545 


7.4938 


10.6482 


17.4008 


9.3173 


17.4008 


20.5105 


20.5105 


9.3173 


18.1545 


6.1629 


9.3173 


$1,205.01 


$1,205.01 


$1,205.01 


$464.18 


$464.18 


$464.18 


$464.18 


$1,242.61 


$1,242.61 


$1,242.61 


$385.67 


$385.67 


$720.27 


$720.27 


$848.99 


.  $848.99 


$848.99 


$848.99 


$848.99 


$385.67 


$385.67 


$751.47 


$751 .47 


$310.19 


$440.76 


$720.27 


$385.67 


$720.27 


$848.99 


$848.99 


$385.67 


$751.47 


$255.10 


$385.67 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  “office-based."  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WfflCH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

1 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

indicator 

Payment 

indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

36592 


36593 


36595 


36596 


36597 


36598 


36600 


36620 


36625 


36640 


36680 


36800 


36810 


36815 


36818 


36819 


36820 


36821 


36825 


36830 


36831 


36832 


36833 


36834 


36835 


36860 


36861 


36870 


37184 


37185 


37186 


37187 


37188 


37200 


37203 


37250 


37251 


37500 


Collect  blood  from  picc 


Declot  vascular  device 


Mech  remov  tunneled  cv  cath 


Mech  remov  tunneled  cv  cath 


Reposition  venous  catheter 


Ini  w/fluor,  eval  cv  device 


Withdrawal  of  arterial  blood 


Insertion  catheter,  aite 


Insertion  catheter,  arte 


Insertion  catheter,  arte 


Insertion  of  cannula 


Insertion  of  cannula 


Insertion  of  cannula 


Av  fuse,  uppr  arm,  cephalic 


Av  fuse,  uppr  arm,  basilic _ 


Av  fusion/forearm  vein 


Av  fusion  direct  anv  site 


Arterv-vein  autograft 


Arterv-vein  nonautoqraft 


n  thrombect  av  fistula 


Av  fistula  revision. 


Av  fistula  revision 


Repair  a-v  aneurysm 


Artery  to  vein  shunt 


External  cannula  declottin 


Cannula  declottin 


Percut  thrombect  av  fistula 


Prim  art  mech  thrombectom 


Prim  art  m-thrombect  add-on 


Sec  art  m-thrombect  add-on 


Venous  mech  thrombectom 


Venous  m-thrombectomy  add-on 


Transcatheter  bi 


Transcatheter  retrieval 


Iv  us  first  vessel  add-on 


Iv  us  each  add  vessel  add-on 


Endoscopy  ligate  perf  veins 


27.358 


$1,132.43 


NOTE:  Tlie  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  saeening  colonoscopies  for  w*iich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurarx:e  is  25  percent. 


’Refers  to  codes  designated  as  ’office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

1 

1 

1 

Subject  to 
Multiple 
Procedure 
Discounting 

1 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

37607 


37609 


37650 


37700 


37718 


37722 


37735 


37760 


37765 


37766 


37780 


37785 


37790 


38200 


38204 


38205 


38206 


38220 


38221 


38230 


38241 


38242 


38300 


38305 


38308 


38500 


38505 


38510 


38520 


38525 


38530 


38542 


38550 


38555 


38570 


38571 


38572 


38700 


Liqation  of  a-v  fistula 


Bl  donor  search  management 


Harvest  allogenic  stem  cells 


Harvest  auto  stem  cells 


Bone  marrow  aspiration 


Bone  marrow  bi 


Bone  marrow  collection 


Bone  mamow/stem  transplant 


node  lesion 


node  lesion 


incision  of  lymph  channels 


Needle  biopsy,  lymph  rKxles 


h  nodes 


/removal,  lymph  nodes 


Biopsy/removal,  lymph  nodes 


/removal,  lymph  nodes 


s),  neck 


Removal,  neck/armpit  lesion 


Removal,  neck/armpit  lesion 


node  bio 


RjLslBfiiaLi   

1^ 


adenectom 


nodes,  neck 


19.3472 


13.0039 


18.5932 


18.5932 


19.3472 


27.358 


27.358 


19.3472 


26.6801 


26.6801 


19.3472 


19.3472 


23.3462 


11.214 


16.8031 


16.8031 


16.8031 


16.8031 


28.2688 


17.5571 


18.9704 


38.3565 


49.8625 


38.3565 


23.0998 


$800.84 


$538.27 


$769.63 


$769.63 


$800.84 


$1,132.43 


$1,132.43 


$800.84 


$1,104.37 


$1,104.37 


$800.84 


$800.84 


$966.37 


$695.53 


$695.53 


$695.53 


$695.53 


$1,170.13 


$726.74 


$785.24 


$1,587.69 


$2,063.96 


$1,587.69 


$956.17 


NOTE:  The  Medicare  pro^m  payment  is  80  percent  of  the  total  payment  avTXXjnt  arxl  berreficiary  coinsurarKe  is  20  percent  of  the  total  payment 
amount,  except  for  screening  fl^We  sigmoidoscopies  and  screening  coionoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  "office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  desi^iation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descri|3tor 

1 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 

1  Weight 

CY2009 
Second  Year 
Transition 
Payment 

38760 


38790 


38792 


38794 


40490 


40500 


40510 


40520 


40525 


40527 


40530 


40650 


40652 


40654 


40700 


40701 


40702 


40720 


40761 


40800 


40801 


40804 


40805 


40806 


40808 


40810 


40812 


40814 


40816 


40818 


40819 


40820 


40830 


40831 


40840 


40842 


h  nodes 


nodes 


nodes 


Identify  sentinel  node 


Access  thoracic  lymph  duct 


Partial  excision  of  li 


Partial  excision  of  li 


Partial  excision  of  li 


iSWWiMUrWiiTtlYnu 

imSSBK 


Partial  removal  of  li 


Repair  cleft  lip/nasal 


Repair  cleft  lip/nasal 


Repair  cleft  lip/nasal 


Repair  cleft  lip/nasal 


Repair  cleft  lip/nasal  ■ 


Drainaqe  of  mouth  lesion 


Drainaoe  of  mouth  lesion 


Removal,  foreign  body,  mouth 


Removal,  foreign  body,  mouth 


Incision  of  lip  fold 


Biopsy  of  mouth  lesion 


Excision  of  mouth  lesion 


Excise/repair  mouth  lesion 


Excise/repair  mouth  lesion 


Excision  of  mouth  lesion 


Excise  oral  mucosa  for  graft 


Excise  lip  or  cheek  fold 


Treatment  of  mouth  lesion 


Repair  mouth  laceration 


Repair  mouth  laceration 


Reconstruction  of  mouth 


Reconstruction  of  mouth 


28.2688 


30.4361 


16.8031 


1.7165 


13.6586 


17.3227 


13.6586 


17.3227 


17.3227 


17.3227 


9.1397 


9.1397 


9.1397 


32.1354 


32.1354 


40.8314 


32.1354 


26.4228 


1.3776 


8.9259 


0.6301 


4.2609 


1.9605 


2.9102 


3.0148 


3.7816 


13.6586 


17.3227 


3.3875 


7.595 


4.3478 


3.2246 


7.595 


17.3227 


18.0767 


$1,170.13 


$1,259.84 


$695.53 


$71.05 


$565.37 


717.04 


$565.37 


$717.04 


$717.04 


$717.04 


$378.32 


$378.32 


$378.32 


$1,330.18 


$1,330.18 


$1. 


$1,330.18 


$1,093.72 


$57.02 


$369.47 


$26.08 


$176.37 


$81.15 


$120.46 


$124.79 


$156.53 


$565.37 


$717.04 


$140.22 


$314.38 


$179.97 


$133.48 


$314.38 


$717.04 


$748.25 


NOTE;  The  Medicare  program  payment  is  90  percent  of  the  total  payment  amount  and  beneficiary  coir>surance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colorxKCOpies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

‘Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mII 
reconsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


40843 


40844 


40845 


41000 


41005 


41006 


41007 


41008 


41009 


41010 


41015 


41016 


41017 


41018 


41019 


41100 


41105 


41108 


41110 


41112 


41113 


41114 


41115 


41116 


41120 


41250 


41251 


41252 


41500 


41510 


41520 


41530 


41800 


41805 


41806 


41820 


41821 


41822 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Reconstruction  of  mouth 


Reconstruction  of  mouth 


Reconstruction  of  mouth 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Incision  of  tongue  fold 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Drainage  of  mouth  lesion 


Place  needles  h&n  for  rt 


ue 


Biopsy  of  tongue 


of  floor  of  mouth 


Excision  of  tongue  lesion 


Excision  of  tongue  lesion 


Excision  of  tongue  lesion 


Excision  of  tongue  lesion 


Excision  of  tongue  fold 


Excision  of  mouth  lesion 


Partial  removal  of  tongue 


Repair  tongue  laceration 


Repair  tongue  laceration 


Repair  tongue  laceration 


Fixation  of  tongue 


Reconstruction,  tongue  fold 


Tongue  base  vol  reduction 


Drainage  of  gum  lesion 


urn 


Removal  foreign  body  .jawbone 


Excision,  gum,  each  guadrant 


Excision  of  gum  lesion 


Payment 

Indicator 

CY  2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

18.0767 

$748.25 

A2 

28.8609 

$1,194.64 

A2 

28.8609 

$1,194.64 

P3 

2.161 

$89.45 

A2 

3.3875 

$140.22 

A2 

15.9918 

$661.95 

A2 

12.3277 

$510.28 

A2 

12.3277 

$510.28 

A2 

3.3875 

$140.22 

A2 

7.595 

$314.38 

A2 

3.3875 

$140.22 

A2 

7.595 

$314.38 

A2 

7.595 

$314.38 

A2 

7.595 

$314.38 

G2 

24.1393 

$999.20 

P3 

2.2741 

$94.13 

P3 

2.248 

$93.05 

P3 

2.0825 

$86.20 

P3 

3.0148 

$124.79 

A2 

13.6586 

$565.37 

A2 

13.6586 

$565.37 

A2 

17.3227 

$717.04 

P3 

3.5115 

$145.35 

A2 

12.3277 

$510.28 

A2 

20.5148 

$849.17 

A2 

2.3168 

$95.90 

A2 

3.3875 

$140.22 

A2 

8.9259 

$369.47 

A2 

15.9918 

$661.95 

A2 

12.3277 

$510.28 

A2 

8.9259 

$369.47 

G2 

16.8109 

$695.85 

A2 

1.7307 

$71.64 

P3 

•  3.7468 

$155.09 

P3 

4.6179 

$191.15 

R2 

7.3454 

$304.05 

G2 

7.3454 

$304.05 

P3 

3.825 

$158.33 

?^TE;  The  Medicare  program  paymerrt  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coirrsurarx^e  is  25  percent. 


•R^ers  to  codes  designated  as  “office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 


V 
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ADDENDUM  AA.-FINAL 
INCLUDING  SURGICAL 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


41823 


41825 


41826 


41827' 


41828 


41830 


41850 


41870 


41872 


41874 


42000 


42100 


42104 


42106 


42107 


42120 


42140 


42145 


42160 


42180 


42182 


42200 


42205 


42210 


42215 


42220 


42226 


42235 


42260 


42280 


42281 


42300 


42305 


42310 


42320 


42330 


42335 


42340 


Short  Descriptor 


Excision  of  gum  lesion 


Excision  of  gum  lesion 


Excision  of  gum  lesion 


Excision  of  gum  lesion 


Excision  of  gum  lesion 


Removal  of  gum  tissue 


Treatment  of  gum  lesion 


Gum  graft 


Repair  gum 


Repair  tooth  socket 


Drainage  mouth  roof  lesion 


roof  of  mouth 


Excision  lesion,  mouth  roof 


Excision  lesion,  mouth  roof 


Excision  lesion,  mouth  roof 


Remove  palate/lesion 


Excision  of  uvula 


Treatment  mouth  roof  lesion 


Repair  palate 


Repair  palate 


Reconstruct  cleft  palate 


Reconstruct  cleft  palate 


Reconstruct  cleft  palate 


Reconstruct  cleft  palate 


Reconstruct  cleft  palate 


Lengthening  of  palate 


Repair  nose  to  lip  fistula 


Preparation,  palate  mold 


insertion,  palate  prosthesis 


land 


land 


Drainage  of  salivary  gland 


land 


Removal  of  salivary  stone 


Removal  of  salivary  stone 


Removal  of  salivary  stone 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

P3 

5.5765 

P3 

3.0669 

P3 

3.8601 

A2 

17.3227 

P3 

3.4854 

P3 

4.9491 

R2 

16.8109 

G2 

24.1393 

P3 

4.9491 

P3 

4.7747 

A2 

3.3875 

P3 

1.9344 

P3 

2.8754 

P3 

3.6074 

A2 

17.3227 

A2 

27.8361 

A2 

8.9259 

A2 

20.5148 

P3 

3.4156 

A2 

3.3875 

A2 

25.6688 

A2 

28.8609 

A2 

28.8609 

A2 

28.8609 

A2 

32.1354 

•A2 

28.8609 

A2 

28.8609 

A2 

16.8507 

A2 

19.49 

P3 

1.882 

G2 

16.8109 

A2 

12.3277 

A2 

13.6586 

A2 

3.3875 

A2 

3.3875 

P3 

2.9102 

P3 

4.8271 

A2 

13.6586 

CY  2009 
Second  Year 
Transition 
Payment 


$230.83 


$126.95 


$159.78 


$717.04 


$144.27 


$204.86 


$695.85 


$999.20 


$204.86 


40.22 


$80.07 


$119.02 


$149.32 


$717.04 


$1,152.22 


$369.47 


$849.17 


$141.38 


$140-22 


$1,062.51 


$1,194.64 


$1,194.64 


$1,194.64 


$1,330.18 


$1,194.64 


$1,194.64 


$697.50 


$806.75 


$77.90 


$695.85 


$510.28 


$565.37 


$140.22 


$140.22 


$120.46 


$199.81 


$565.37 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  arwl  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colorK>scopies  for  which  the  program  payment  is  75  percent  arto  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wiN 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


42400 


42405 


42408 


42409 


42410 


42415’ 


42420 


42425 


42440 


42450 


42500 


42505 


42507 


42508 


42509 


42510 


42550 


42600 


42650 


42660 


42665 


42700 


42720 


42725 


42800 


42802 


42804 


42806 


42808 


42809 


42810 


42815 


42820 


42821 


42825 


42826 


42830 


42831 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


lESISEBC 

lESSEElH* 


land 


land 


Excision  of  salivary  cyst 


Drainaoe  of  salivary  cyst 


Excise  parotid  qiand/lesion 


Excise  parotid  qiand/lesion 


Excise  parotid  qiand/lesion 


Excise  parotid  qiand/lesion 


Excise  submaxillary  qiand 


Excise  subiinqual  qiand 


Repair  salivary  duct 


Repair  salivary  duct 


Parotid  duct  diversion 


Parotid  duct  diversion 


Parotid  duct  diversion 


Parotid  duct  diversion 


Closure  of  salivary  fistula 


Dilation  of  salivary  duct 


Dilation  of  salivary  duct 


Liqation  of  salivary  duct 


Drainaqe  of  tonsil  abscess 


Drainaqe  of  throat  abscess 


Drainaqe  of  throat  abscess 


of  throat 


r  nose/lhroat 


r  noseAhroat 


Excise  pharynx  lesion 


Excision  of  neck  cyst 


Excision  of  neck  cvst 


Remove  tonsils  and  adenoids 


Remove  tonsils  and  adenoids 


Removal  of  tonsils 


Removal  of  tonsils 


Removal  of  adenoids 


Removal  of  adenoids 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

P3 

1.6382 

$67.81 

A2 

13.6586 

$565.37 

A2 

14.4126 

$596.58 

A2 

14.4126 

$596.58 

A2 

26.4228 

$1,093.72 

/V2 

32.1354 

$1,330.18 

A2 

32.1354 

$1,330.18 

A2 

32.1354 

$1,330.18 

A2 

26.4228 

$1,093.72 

A2 

17.3227 

$717.04 

A2 

18.0767 

$748.25 

A2 

27.8361 

$1,152.22 

A2 

26.4228 

$1,093.72 

A2 

27.8361 

$1,152.22 

A2 

27.8361 

$1,152.22 

A2 

27.8361 

$1,152.22 

N1 

A2 

12.3277 

$510.28 

P3 

1.0717 

$44.36 

P3 

1.2548 

$51.94 

A2 

23.7893 

$984.71 

A2  ' 

3.3875 

$140.22 

A2 

12.3277 

$510.28 

A2 

25.6688 

$1,062.51 

P3 

2.0738 

$85.84 

A2 

12.3277 

$510.28 

A2 

12.3277 

$510.28 

A2 

17.3227 

$717.04 

A2 

13.6586 

$565.37 

G2 

0.6301 

$26.08 

/V2 

18.0767 

$748.25 

A2 

28.8609 

$1,194.64 

A2 

18.0767 

$748.25 

A2 

20.5148 

$849.17 

A2 

19.49 

$806.75 

A2 

19.49 

$806.75 

A2 

19.49 

$806.75 

A2 

19.49 

$806.75 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


43220 


43226 


43227 


43228 


43231 


43232 


43234 


43235 


43236 


43237 


43238 


43239 


43240 


43241 


43242 


NOTE:  The  Medicare  program  payment  is  80  percent  o<  the  total  payment  arrKXjnt  and  beneficiary  coNisurance  is  20  percent  of  the  total  payment 
arTKXint,  except  for  screening  flexible  sigmoidoscopies  arxl  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based,"  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  desigrration  when  new  claims  data  become  available. 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

19.49 

$806.75 

19.49 

$806.75 

18.0767 

$748.25 

18.0767 

$748.25 

32.1354 

$1,330.18 

32.1354 

$1,330.18 

7.595 

$314.38 

17.3227 

$717.04 

17.3227 

$717.04 

1.3954 

-  ^7.76 

25.6688 

$1,062.51 

1.0833 

$44.84 

14.4126 

$596.58 

16.8109 

$695.85 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

8.1407 

$336.97 

16.4525 

$681 .02 

8.1407 

$336.97 

8.1407 

$336.97 

9.4719 

$392.07 

17.6264 

$729.61 

9.4719 

$392.07 

9.4719 

$392.07 

8.1407 

$336.97 

8.1407 

$336.97 

9.4719 

$392.07 

9.4719 

$392.07 

9.4719 

$392.07 

9.4719 

$392:07 

9.4719 

$392.07 

9.4719 

$392.07 

9.4719 

$392.07 
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ADDENDUM  AA.~FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


43243 


43244 


43245 


43246 


43247 


43248 


43249 


43250 


43251 


43255 


43256 


43257 


43258 


43259 


43260 


43261 


43262 


43263 


43264 


43265 


43267 


43268 


43269 


43271 


43272 


43273 


43450 


43453 


43456 


43458 


43600 


43653 


43760 


43761 


43870 


43886 


43887 


43888 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


i  endosc 


j  endoscopy/ligation 


dilate  strictr 


Race  aastrostomv  tube 


rative  upper  qi  endosco 


endoscopv/quide  wire 


endosc 


r  gi  endoscopy/tumor 


rative  upper  qi  endosc 


i  endosco 


i  endoscopy  w/stent 


w/thrmi  txmnt 


rative  upper  qi  endosco 


EtkJosc 


Endo  cholanqiopancreatogra 


Endo  cholanqi 


SE5 


ncreatoqra 


ncreatoqraph 


ncreatoqra 


ncreatoqra 


ncreatoqraph 


•IE  2; 


ncreatoqra 


liyiELil _ 


ncreatosco 


s 


Endochoian 


Endo  cholan 


Endo  cholan 


Endo  cholan 


Endo  cholan 


Endochoian 


Endo  cholan 


Endo  choia 


Endo  cholan 


Endosc 


Dilate  e 


Dilate  e 


Dilate  es 


Dilate  e 


of  stomach 


astrostom 


Change  gastrostomy  tube 


ition  gastrostomy  tube 


lESSBaKSES 


Change  gastric  port,  open 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719' 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

9.4719 

$392.07 

A2 

18.5374 

$767.32 

A2 

18.3804 

$760.82 

A2 

10.2256 

$423.27 

A2 

10.2256 

$423.27 

A2 

15.9459 

$660.05 

A2 

15.9459 

$660.05 

A2 

r5.9459 

$660.05 

A2 

15.9459 

$660.05 

A2 

15.9459 

$660.05 

A2 

15.9459 

$660.05 

A2 

15.9459 

$660.05 

A2 

17.7837 

$736.12 

A2 

17.7837 

$736.12 

A2 

15.9459 

$660.05 

A2 

15.9459 

$660.05 

G2 

21 .3854 

$885.21 

A2 

7.1196 

$294.70 

A2 

7.1196 

$294.70 

A2 

7.1478 

$295.87 

A2 

8.1693 

$338.15 

A2 

8.1407 

$336.97 

A2 

38.3565 

$1,587.69 

A2 

3.9483 

$163.43 

A2 

8.1407 

$336.97 

A2 

8.1407 

$336.97 

G2 

20.5411 

$850.26 

G2 

4.3203 

$178.83 

G2 

20.5411 

$850.26 

NOTE:  Tlie  Medicare  program  payment  te  00  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
berreficiary  coirrsurance  is  25  percent. 


'Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


HCPCS 

Code 


44100 


44312 


44340 


44360 


44361 


44363 


44364 


44365 


44366 


44369 


44370 


44372 


44373 


44376 


44377 


44378 


44379 


44380 


44382 


44383 


44385 


44386 


44388 


44389 


44390 


44391 


44392 


44393 


44394 


44397 


44500 


44701 


45000 


45005 


45020 


45100 


45108 


45150 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Biopsy  of  bowel 


Revision  of  colostom 


Small  bowel  endosco 


Small  bowel  endoscopy/biops 


Small  bowel  endosco 


Small  bowel  endosco 


Small  bowel  endosco 


Small  bowel  endosco 


Small  bowel  endosco 


Small  bowel  endosc 


lESSSHm 


Small  bowel  endosco 


Small  bowel  endosco 


Small  bowel  endosc 


Small  bowel  endosco 


S  bowel  endoscope  w/stent 


Small  bowel  endosco 


Small  bowel  endosco 


lleoscopv  w/stent 


Endoscopy,  bowel  pouch/bi 


Colonosc 


Colon 


Colonosc 


Colono 


Colono 


Colon 


Colonoscopy  w/snare 


Colon 


Intro,  gastrointestinal  tube 


Intraop  colon  lavage  add-on 


Drainage  of  pelvic  abscess 


Drainage  of  rectal  abscess 


Drainage  of  rectal  abscess 


Biopsy  of  rectum 


Removal  of  anorectal  lesion 


Excision  of  rectal  stricture 


Payment 

Indicator 

CY  2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition  ' 
Payment 

A2 

8.1407 

$336.97 

A2 

14.1927 

$587.48 

A2 

16.2776 

$673.78 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

28.3019 

$1,171.50 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

9.9203 

$410.63 

A2 

28.3019 

$1,171.50 

A2 

8.5891 

$355.53 

A2 

8.5891 

$355.53 

A2 

28.3019 

$1,171.50 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

8.3045 

$343.75 

A2 

16.4525 

$681.02 

G2 

4.4814 

$185.50 

N1 

A2 

9.6306 

$398.64 

A2 

11.2082 

$463.94 

A2 

11.2082 

$463.94 

A2 

15.2275 

$630.31 

A2 

16.5584 

$685.40 

A2 

16.5584 

$685.40 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  co^surance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  rMrich  the  program  payment  is  75  percent  and  the 
bef>eficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based.*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  \mII 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


45160 


45170 


45190 


45300 


45303 


45305 


45307 


45308 


45309 


45315 


45317 


45320 


45321 


45327 


45330 


45331 


45332 


45333 


45334 


45335 


45337 


45338 


45339 


45340 


45341 


45342 


45345 


45355 


45378 


45379 


45380 


45381 


45382 


45383 


45384 


45385 


45386 


45387 


Short  Descriptor 


Excision  of  rectal  lesion 


Excision  of  rectal  lesion 


Destruction,  rectal  tumor 


Proctosiqmoidosc 


ProctosiamoidoscoDv  dilate 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


removal 


removal 


Proctosiqmoi 


Proct 


Proctosigmoi 


Proct 


Proctosiamoidosc 


Proctosiqmoidosc 


1^ 


moidosc 


Siqmoid 


oidosc 


Siqmoi 


w/abiate  tumr 


Siq  w/balioon  dilation 


Siqmoidoscopv  w/uttrasound 


SiamoidoscoDV  w/us  quide  bx 


w/stent 


Colo 


Coionosc 


Colonosc 


Colonoscopy/control  bleedin 
Lesion  removal  colonosc 


Lesion  remove  colonosc 


Lesion  removal  colon 


Colonosc 


Colon 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

16.5584 

$685.40 

A2 

16.5584 

$685.40 

A2 

27.0766 

$1,120.78 

P3 

1.6032 

$66.36 

P2 

8.9051 

$368.61 

A2 

8.3748 

$346.66 

A2 

15.4688 

$640.30 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

15.4688 

$640.30 

A2 

15.4688 

$640.30 

A2 

16.4525 

$681.02 

P3 

2.1173 

$87.64 

A2 

6.2612 

$259.17 

A2 

6.2612 

$259.17 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

6.2612 

$259.17 

A2 

6.2612 

$259.17 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

8.3748 

$346.66 

A2 

16.4525 

$681.02 

A2 

8.3045 

$343.75 

A2 

9.6357 

$398.85 

A2 

9.6357 

$398.85 

A2 

9.6357 

$398.85 

A2 

9.6357 

$398.85 

A2 

9.6357 

$398.85 

A2 

9.6357 

$398.85 

•A2 

9.6357 

$398.85 

A2 

9.6357 

•  $398.85 

A2 

9.6357 

$398.85 

A2 

16.4525 

$681.02 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurarx^  is  25  percent. 


•Refers  to  codes  designated  as  'office-based,"  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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addendum  AA.-nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


_ 

HCPCS 

Code 

Short  Descriptor 

Subject  ta 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY  2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

45391 

Colonoscopy  w/endoscope  us 

Y 

A2 

9.6357 

$398.85 

45392 

Colonoscopy  w/endoscopic  fnb 

Y 

A2 

9.6357 

$398.85 

45500 

Repair  of  rectum 

Y 

A2 

16.5584 

$685.40 

45505 

Repair  of  rectum 

Y 

A2 

20.3868 

$843.87 

45520 

Treatment  of  rectal  prolapse 

Y 

P2 

0.8075 

$33.42 

45560 

Repair  of  rectocele 

Y 

A2 

20.3868 

$843.87 

45900 

Reduction  of  rectal  prolapse 

Y 

A2 

6.5289 

$270.25 

45905 

Dilation  of  anal  sphincter 

Y 

A2 

15.2275 

$630.31 

45910 

Dilation  of  rectal  narrowing 

Y 

A2 

15.2275 

$630.31 

45915 

Remove  rectal  obstruction 

Y 

A2 

9.6306 

$398.64 

45990 

Sura  dx  exam,  anorectal 

Y 

A2 

14.9808 

$620.10 

46020 

46030 

PlaCi^ment  nf  neton 

Y 

A2 

17.3123 

$716.61 

Removal  of  rectal  marker 

‘  Y 

A2 

6.5289 

$270.25 

46040 

Incision  of  rectal  abscess 

Y 

A2 

17.3123 

$716.61 

46045 

Incision  of  rectal  abscess 

Y 

A2 

16.5584 

$685.40 

•  46050 

Incision  of  anal  abscess 

Y 

A2 

9.6306 

$398.64 

46060 

Incision  of  rectal  abscess 

Y 

A2 

16.5584 

$685.40 

46070 

Incision  of  anal  septum 

Y 

G2 

11.9098 

$492.98 

aroao 

Incision  of  anal  sphincter 

Y 

1 

A2 

17.3123 

$716.61 

46083 

Incise  external  hemorrhoid 

Y 

P2 

1.8231 

$75.46 

46200 

Removal  of  anal  fissure 

Y 

A2 

16.5584 

$685.40 

46210 

Removal  of  anal  crypt 

Y 

A2 

16.5584 

$685.40 

4621 1 

Removal  of  anal  crvpts 

Y 

A2 

16.5584 

$685.40 

Aivy)(\ 

Remo^^l  nf  anal  tag 

Y 

A2 

15.2275 

$630.31 

46221 

Ligation  of  hemorrhoid(s) 

Y 

P3 

2.9974 

$124.07 

46230 

ppmoval  of  anal  taas 

Y 

A2 

15.2275 

$630.31 

46250 

Hemorrhoidectom  v 

Y 

A2 

17.3123 

$716.61 

46255 

'46257 

Hem  nrdiniriectom  y 

Y 

A2 

17.3123 

$716.61 

Remove  hemorrhoids  &  fissure 

Y 

A2 

17.3123 

$716.61 

46258 

Remove  hemorrhoids  &  fistula 

Y 

A2 

17.3123 

$716.61 

Hemorrtioidectomy 

Y 

A2 

17.3123 

$716.61 

46261 

Remove  hemorrhoids  &  fissure 

Y 

A2 

18.7256 

$775.11 

46262 

Remove  hemorrhoids  &  fistula 

Y 

A2 

18.7256 

$775.1 1 

46270 

Removal  of  anal  fistula 

Y 

A2 

17.3123 

$716.61 

46275 

Removal  of  anal  fistula 

Y 

A2 

17.3123 

$/16.6^ 

46280 

Removal  of  anal  fistula 

Y 

A2 

18.7256 

$775.1 1 

46285 

Removal  of  anal  fistula 

Y 

A2 

15.2275 

$630.31 

46288 

Repair  anal  fistula 

Y 

A2 

18.7256 

$775.11 

beneficiary  coinsurance  is  25  percent. 

•Refe.slocodesctesl»iatedas-ol«ce.based.-  Wk>m  designation  as  olfk^based  Is  temporary  because  «  have  insu^^  Wo«l« 

reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-WNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


46320 


46500 


46505 


46600 


46604 


46606 


46608 


46610 


46611 


46612 


46614 


46615 


46700 


46706 


46750 


46753 


46754 


46760 


46761 


46762 


46900 


46910 


46916 


46917 


46922 


46924 


46930* 


46934 


46935 


46936 


46937 


46938 


Short  Descriptor 


Removal  of  hemorrhoid  clot 


Injection  into  hemorrhoidfs 


Chemodenervation  anal  muse 


Sffl 


and  dilation 


Anosc 


Anosc 


Anosc 


Anosc 


Anosc 


Anoseppy,  remove  lesions 


Anosc 


Anosc 


Repair  of  anal  stricture 


Repr  of  anal  fistula  w/qlue 


Repair  of  anal  sphincter 


Reconstruction  of  anus 


Removal  of  suture  from  anus 


Repair  of  anal  sphincter 


Repair  of  anal  sphincter 


Implant  artificial  sphincter 


Destruction,  anal  lesion(s 


Destruction,  anal  lesion(s 


Crvosur 


Laser  surgery,  anal  lesions 


Destroy  internal  hemorrhoids 


Destruction  of  hemorrhoids 


Destruction  of  hemorrhoids 


Destruction  of  hemorrhoids 


Cryotherapy  of  rectal  lesion 


Cryotherapy  of  rectal  lesion 


Treatment  of  anal  fissure 


Treatment  of  anal  fissure 


Ligation  of  hemorrhoids 


Ligation  of  hemorrhoids 


•a;  niTt 


Subject  to  ' 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


46947 

Hemorrhoi) 

47000 

Needle  bio 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

2.0303 

$84.04 

2.7968 

$115.77 

11.9098 

$492.98 

0.6301 

$26.08 

8.9051 

$368.61 

3.346 

$138.50 

8.3748 

$346.66 

15.4688 

$640.30 

8.3748 

$346.66 

15.4688 

$640.30 

1.76 

$72.85 

16.7997 

$695.39 

17.3123 

$716.61 

19.0556 

$788.77 

21.1405 

$875.07 

17.3123 

$716.61 

16.5584 

$685.40 

20.3868 

$843.87 

21.1405 

$875.07 

26.8531 

$1,111.53 

2.6609 

$110.14 

3.1802 

$131.64 

1.4792 

$61.23 

13.799 

$571.18 

13.799 

$571.18 

13.799 

$571.18 

3.0846 

$127.68 

A2 

16.5584 

$685.40 

A2 

20.3868 

$843.87 

P3 

2.2828 

$94.49 

P3 

2.2219 

$91.97 

P3 

3.7816 

$156.53 

A2 

9.877 

$408.84 

A2 

26.8531 

$1,111.53 

A2 

8.5923 

$355.66 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
arTKKjnt,  except  for  screening  flexible  si^noidoscopies  and  screerxng  colorKJScopies  for  ^ich  the  program  payment  is  75  percent  artd  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  ‘office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  dams  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

Comnoent 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

47001 


47382 


47500 


47505 


47510 


47511 


47525 


47530 


47552 


47553 


47554 


47555 


47556 


47560 


47561 


47562 


47563 


47564 


47630 


48102 


49080 


49081 


49180 


49250 


49320 


49321 


49322 


49324 


49325 


49326 


49400 


49402 


49419 


49420 


49421 


49422 


49423 


49424 


Needle  biopsy,  liver  add-on 


Percut  ablate  liver  rf 


Insert  catheter,  bile  duct 


Insert  bile  duct  drain 


Chanqe  bile  duct  catheter 


Revise/reinsert  bile  tube 


Biliary  endoscopy  thru  skin 


thru  skin 


thru  skin 


Biliary  endoscopy  thru  skin 


thru  skin 


Laparosc 


Laparoscopic  cholecystectom' 


Laparo  cholecystectomy/graph 


Laparo  cholecystectomy/expir 


Remove  bile  duct  stone 


Needle  bi 


Puncture,  peritoneal  cavi 


Removal  of  abdominal  fluid 


.  abdominal  mass 


Excision  of  umbilicus 


Laparosc 


mssmissm 


Air  injection  into  abdomen 


Remove  foreign  body,  adbomen 


Insrt  abdom  cath  for  chemobr 


Insert  abdom  drain,  tern 


rm 


Remove  perm  cannula/catheter 


Exchange  drainage  catheter 


Assess  cyst,  contrast  inject 


20.0807 


29.5016 


11.5278 


11.5278 


20.0807 


20.8344 


20.8344 


20.8344 


29.5016 


24.4797 


24.4797 


45.1703 


45.1703 


45.1703 


20.8344 


8.5923 


5.2248 


5.2248 


8.5923 


18.8346 


24.4797 


25.8933 


25.8933 


36.9453 


36.9453 


36.9453 


$831.20 


$1,221.16 


$477.17 


$477.17 


$831.20 


$862.40 


$862.40 


$862.40 


$1,221.16 


$1,013.29 


$1,013.29 


$1,869.73 


$1,869.73 


$1,869.73 


$862.40 


$355.66 


$216.27 


$216.27 


$355.66 


$779.62 


$1,013.29 


$1,071.80 


$1,071.80 


$1,529.28 


$1,529.28 


$1,529.28 


16.6673 

$689.91 

19.9947 

$827.64 

18.4838 

$765.10 

18.4838 

$765.10 

14.7102  1 

$608.90 

15.211 

$629.63 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  ftexibie  sigmoidoscopies  and  screenir>g  colonoscopies  for  \Miich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

‘Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office- based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
DNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


CY2009 


HCPCS 

Code 


49426 


49427 


49429 


49440 


49441 


49446 


49450 


49451 


49452 


49460 


49465 


49495 


49496 


49500 


49501 


49505 


49507 


49520 


49521 


49525 


49540 


49550 


49553 


49555 


49557 


49560 


49561 


49565 


49566 


49568 


49570 


49572 


49580 


49582 


49585 


49587 


49590 


49600 


Short  Descriptor 


Revise  abdomen-venous  shunt 


injection,  abdominal  shunt 


Removal  of  shunt 


Race  aastrostomv  tube  oerc 


Race  duod/jej  tube  perc 


lEBffisaens 

lEBMgaaEr^ 


Replace  duod/jej  tube  perc 


Fix  g/colon  tube  w/device 


Ruoro  exam  of  o/colon  tube 


Rpr  ing  hernia  baby,  reduc 


Rpr  ing  hernia  baby,  blocked 


Rpr  ing  hernia,  init,  reduce 


Rpr  ing  hernia,  init  blocked 


Rerepair  ing  hernia,  reduce 


Rerepair  inq  hernia,  blocked 


Repair  lumbar  hernia 


Rpr  rem  hernia,  init,  reduce 


Rpr  fern  hernia,  init  blocked 


I  Rerepair  fern  hernia,  reduce 


Rerepair  fern  hernia,  blocked 


Rpr  ventral  hern  init,  reduc 


Rpr  ventral  hern  init.  block 


Rerepair  ventrl  hern,  reduce 


Rerepair  ventrl  hern,  block 


Hernia  repair  w/mesh 


Rpr  epigastric  hem,  reduce 


Rpr  epigastric  hern,  blocked 


Rpr  umbil  hern,  reduc  <  5  yr 


Rpr  umbil  hern,  reduc  >  5  yr 


lE^ 


elian  hernia 


iir  umbilical  lesion 


Subject  to 
MuKiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Second  Year 
Transition 
Payment 
Weight 


16.6673 


31.2087 


31.2087 


27.157 


31.2087 


22.8577 


31.2087 


22.8577 


31.2087 


21.4444 


22.8577 


CY2009 
Second  Year 
Transition 
Payment 


$689.91 


$1,291 .82 


$946.15 


$1,291.82 


$946.15 


$1,291.82 


$887.65 


$946.15 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  ’office-based,'  whose  desiyiation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
ONCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
MuKiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

49650 


49651 


49652 


49653 


49654 


49655 


49656 


49657 


50200 


50382 


50384 


50385 


50386 


50387 


50389 


50390 


50391 


50392 


50393 


50394 


50395 


50396 


50398 


50551 


50553 


50555 


50557 


50561 


50562 


50570 


50572 


50574 


50575 


50576 


50580 


50590 


50592 


50684 


inq  hernia  repair  init 


hernia  repair  recur 


Lap  vent/abd  hernia  repair 


Lap  vent/abd  hem  proc  com 


Lap  inc  hernia  repair 


Qip  inc  hernia  repair  recur 


Lap  inc  hem  recur  cofn 


Change  ureter  stent. 


rcut 


rcut 


Change  stent  via  transureth 


Remove  stent  viS»  transureth 


Change  ext/int  ureter  stent 


Remove  renal  tube  w/fluoro 


Drainage  of  kidney  lesion 


Instil  rx  agnt  into  mal  tub 


Insert  kidney  drain 


Insert  ureteral  tube 


Measure  kidney  pressure 


Change  kidney  tube 


\USaSlBB 


&  treatment 


&  treatment 


Fragmenting  of  kidney  stone 


Perc  rf  ablate  renal  tumor 


I  m  rtin  ( [t:  !■  f«!  a  1 1 •:q  a  v 


&  treatment 


w/tumor  resect 


30.0056 


34.3048 


36.9453 


36.9453 


36.9453 


36.9453 


36.9453 


36.9453 


8.5923 


24.95 


18.3252 


18.3252 


7.0309 


15.211 


7.0309 

8.5923 


1.0175 


13.0848 


16.3972 


13.0848 


2.4603 


11.5278 


7.4377 


16.3972 


7.4377 


16.3972 


16.3972 


7.0309 


7.0309 


7.0309 


7.0309 


34.9731 


18.3252 


18.3252 


40.8566 


45.3434 


$1,242.02 


$1,419.98 


$1,529.28 


$1,529.28 


$1,529.28 


$1,529.28 


$1,529.28 


$1,529.28 


$355.66 


$1,032.76 


$758.54 


$758.54 


$291.03 


$629.63 


$291.03 


$355.66 


$42.12 


$541.62 


$678.73 


$541.62 


$101.84 


$477.17 


$307.87 


$678.73 


$307.87 


$678.73 


$678.73 


$291.03 


$291.03 


$291.03 


$291.03 


$1,447.64 


$758.54 


$758.54 


$1,691.18 


.$1,876.90 


NOTE;  The  Me<^re  program  payment  is  80  percent  of  the  total  payment  amount  and  benefictary  coinsurance  is  20  percent  of  the  total  payment 
anraunt,  except  for  screening  flexible  sigrrxxdoscopies  arxl  screening  cokXKScopies  for  \^Hch  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  'office^sed,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  mII 
reconsider  this  designation  v\4>en  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

Subject  to 
Multiple 
Procedure 
Discounting 

0>mment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment  " 

Measure  ureter  pressure 


Change  of  ureter  tube/stent 


Laparo  new  ureter/bladder 


Laparo  new  ureter/bladder 


Endosc 


Endosc 


Ureter  endosc 


Ureter  endosc 


Ureter  endosc 


Ureter  endosc 


Ureter  en 


Ureter  endosc 


Ureter  endosc 


Ureter  endosc 


Incise  &  treat  bladder 


Incise  &  treat  bladder 


Incise  &  drain  bladder 


Incise  bladder/drain  ureter 


Removal  of  bladder  stone 


Remove  ureter  calculus 


Drainage  of  bladder  abscess 


Drain  bladder  bv  needle 


Drain  bladder  by  trocar/cath 


Drain  bl  w/cath  insertion 


Removal  of  bladder  cyst 


Removal  of  bladder  lesion 


Irrigation  of  bladder 


Insert  bladder  catheter 


Insert  temp  bladder  cath 


Insert  bladder  cath,  complex 


Change  of  bladder  tube 


Change  of  bladder  tube 


Endoscopic  iniection/im  plant 


Treatment  of  bladder  lesion 


38.3565 


38.3565 


7.4377 


7.4377 


16.3972 


16.3972 


16.3972 


7.4377 


7.4377 


13.0848 


13.0848 


16.3972 


19.8956 


19.8956 


19.8956 


8.2178 


19.8956 


19.8956 


13.3745 


0.7755 


1.0175 


13.69 


22.8577 


19.8956 


1.3244 


0.6301 


0.6301 


1.0175 


1.8231 


11.5278 


20.9311 


1.4638 


$42.12 


$477.17 


$1,587.69 


$1,587.69 


$307.87 


$307.87 


$678.73 


$678.73 


$678.73 


$307.87 


$307.87 


$541.62 


$541.62 


$678.73 


$823.54 


$823.54 


$823.54 


$340.16 


$823.54 


$823.54 


$553.61 


$32.10 


$42.12 


$566.67 


$946.15 


$823.54 


$54.82 


$26.08 


$26.08 


$42.12 


$75.46 


$477.17 


$866.40 


$60.59 


NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amoint  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigtnoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insuffident  claims  data.  We  will 
reconsider  this  designation  ^en  new  claims  data  become  available. 
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ADDENDUM  AA.~F1NAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


51725 


51726 


51736 


51741 


51772 


51784 


51785 


51792 


51795 


51797 


51798 


51880 


51992 


52000 


52001 


52005 


52007 


52010 


52204 


52214 


52224 


52234 


52235 


52240 


52250 


52260 


52265 


52270 


52275 


52276 


52277 


52281 


52282 


52283 


52285 


52290 


52300 


52301 


Short  Descriptor 


Simple  cvstometroqram 


Complex  cvstometroqram 


Urir>e  flow  measurement 


Electro-uroflowmetry,  first 


Urethra  pressure  profile 


IESSBSSiuBSMSS; 


Urine  voidin 


Intraabdominal  pressure  test 


Us  urine  capacity  measure 


&  ureter  catheter 


Cvstoscopv  &  duct  catheter 


Cvstosc 


Cvstoscopv  and  treatment 


and  treatment 


and  treatment 


Cvstosc 


and  treatment 


&  revise  urethra 


Cvstoscopv  and  treatment 


and  treatment 


Cvstoscopv  and  treatment 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

indicator 


Payment 

Indicator 

CY  2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

P2 

2.812 

$116.40 

A2 

3.8734 

$160.33 

P3 

0.5315 

$22.00 

P3 

0.6187 

$25.61 

A2 

2.4603 

$101 .84 

P2 

1.0175 

$42.12 

A2 

1.6998 

$70.36 

P2 

1.0175 

$42.12 

P2 

1.8231 

$75.46 

P2 

1.8231 

$75.46 

P3 

0.453 

$18.75 

A2 

16.3972 

$678.73 

A2 

31.0304 

$1,284.44 

A2 

7.4377 

$307.87 

A2 

13.8649 

$573.91 

A2 

14.4157 

$596.71 

A2 

17.7284 

$733.83 

A2 

8.2178 

$340.16 

A2 

14.4157 

$596.71 

A2 

17.7284 

$733.83 

A2 

17.7284 

$733.83 

A2 

17.7284 

$733.83 

A2 

18.4821 

$765.03 

A2 

18.4821 

$765.03 

A2 

19.8956 

$823.54 

A2 

14.4157 

$596.71 

P2 

7.0309 

$291.03 

A2 

14.4157 

$596.71 

A2 

17.7284 

$733.83 

A2 

18.4821 

$765.03 

A2 

17.7284 

$733.83 

A2 

14.4157 

$596.71 

A2 

33.258 

$1,376.65 

A2 

17.7284 

$733.83 

A2 

14.4157 

$596.71 

A2 

14.4157 

$596.71 

A2 

17.7284 

$733.83 

A2 

18.4821 

$765.03 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


HCPCS 

Code 


52305 


52310 


52315 


52317 


52318 


52320 


52325 


52327 


52330 


52332 


52334 


52341 


52342 


52343 


52344 


52345 


52346 


52351 


52352 


52353 


52354 


52355 


52400 


52402 


52450 


52500 


52601 


52606 


52612 


52614 


52620 


52630 


52640 


52647 


52648 


52700 


53000 


53010 


Short  Descriptor 


Subject  to 
MuRiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Cvstouretero  w/excise  tumor 


Cvstouretero  w/conqen  reor 


Cvstourethro  cut  ejacul  duct 


Incision  of  prostate 


Revision  of  bladder  neck 


Control 


Prostatectomy,  first  stage 


Prostatectomy,  second  stage 


Remove  residual  prostate 


Remove  prostate  reqrowth 


Relieve  bladder  contracture 


Laser  sur 


Laser  surgery  of  prostate 


Drainage  of  prostate  abscess 


Incision  of  urethra 


Incision  of  urethra 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

17.7284 

$733.83 

13.8649 

$573.91 

17.7284 

$733.83 

16.3972 

$678.73 

17.7284 

$733.83 

20.9202 

$865.95 

19.8956 

$823.54 

22.7398 

$941.27 

17.7284 

$733.83 

17.7284 

$733.83 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

19.8956 

$823.54 

24.9071 

$1,030.98 

19.8956 

$823.54 

19.8956 

$823.54 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

18.4821 

$765.03 

24.9071 

$1,030.98 

22.7398 


17.7284 


38.1055 


38.1055 


17.7284 


13.6064 


13.6064 


$941.27 


$733.83 


$1,577.30 


$1,577.30 


$733.83 


$563.21 


$563.21 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoi<kx5Cop«s  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


•Refers  to  codes  designated  as  ’office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  vwll 
recor«ider  this  designation  >^en  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.~FINAL 
NCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


53260 


53265 


53270 


53275 


53400 


53405 


53410 


53420 


53425 


53430 


53431 


53440 


53442 


53444 


53445 


53446 


53447 


53449 


53450 


53460 


53502 


53505 


53510 


53515 


Incision  of  urethra 


Incision  of  urethra 


Orainaoe  of  urethra  abscess 


Drainaqe  of  urethra  abscess 


Drainaqe  of  urinary  leakage 


Drainage  of  urinary  leakage 


of  urethra 


Removal  of  urethra 


Removal  of  urethra 


Treatment  of  urethra  lesion 


Removal  of  urethra  lesion 


Removal  of  urethra  lesion 


Removal  of  urethra  gland 


Treatment  of  urethra  lesion 


Treatment  of  urethra  lesion 


Removal  of  urethra  gland 


Repair  of  urethra  defect 


Revise  urethra,  stage  1 


Revise  urethra,  stage  2 


Reconstruction  of  urethra 


Reconstruct  urethra,  stage  1 


Reconstruct  urethra,  stage  2 


Reconsfruction  of  urethra 


Reconstruct  urethra/Wadder 


Male  sling  procedure 


Remove/revise  male  slin 


Insert  tandem  cuff 


Insert  uro/ves  nek  sphincter 


Remove  uro  sphincter 


Remove/replace  ur  sphincter 


Repair  uro  sphincter 


Revision  of  urethra 


Revision  of  urethra 


Repair  of  urethra  inju 


Repair  of  urethra  inju 


Repair  of  urethra  inju 


Repair  of  urethra  inju 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

indicator 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

13.6064 

$563.21 

19.3683 

$801.71 

14.9375 

i  $618.31 

1.7689 

$73.22 

15.6913 

$649.51 

19.3683 

$801.71 

13.6064 

$563.21 

23  3692 

$967.32 

18.1294 

$750.43 

20.1771 

$835.19 

20.1771 

$835.19 

15.6913 

$649.51 

20.1771 

$835.19 

14.9375 

$618.31 

14.9375 

$618.31 

14.9375 

$618.31 

14.9375 

$618.31 

14.9375 

$618.31 

20.9311 

$866.40 

20.1771 

$835.19 

20.1771 

$835.19 

20.931 1 

$866.40 

20.1771 

$835.19 

20.1771 

$835.19 

20.1771 

$835.19 

116.2281 

$4,811.03 

18.8462 

$780.10 

116.2281 

$4,811.03 

195.2337 

$8,081.31 

18.8462 

$780.10 

195.2337 

$8,081.31 

18.8462 

$780.10 

18.8462 

$780.10 

13.6064 

$563.21 

14.9375 

$618.31 

20.1771 

$835.19 

14.9375 

$618.31 

i  20.1771 

$835.19 

NOTE:  Tt)e  Medicare  program  payment  is  ao  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
atTKHJnt,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  ‘office-based.’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wll 
reconsider  this  designation  Mtren  new  claims  data  become  available. 


-.'i  7_  y 
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1  ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 

1  (INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

1 

Subject  to 
MuKipie 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

1 

CY  2009 
Second  Year 
Transition 
Payment 
Weight  j 

CY2009 
Second  Year 
Transition 
Payment 

Repair  of  urethra  defect 


Dilate  urethra  stricture 


Dilate  urethra  stricture 


Dilate  urethra  stricture 


Dilate  urethra  stricture 


Dilate  urethra  stricture 


Dilation  of  urethra 


Dilation  of  urethra 


Dilation  of  urethra 


Prostatic  microwave  thermotx 


Prostatic  rf  thermotx 


Prostatic  water  thermother 


ce 


Stittinq  of  prepuce 


Drain  penis  lesion 


Destruction, 


Crvosurqe 


Laser  sur 


nis  lesionfs 


iiJiaaiBiiiigHHijHBiTa 


Destruction, 


lEffiSEH 

Hsrasia! 


Treatment  of  penis  lesion 


Treat  penis  lesion,  graft 


Treat  penis  lesion,  qraft 


Treatment  of  penis  lesion 


Partial  removal  of  penis 


Orcumcision  w/reqionl  block 


Circumcision,  neonate 


Circum  28  days  or  older 


Lysis  penil  circumic  lesion 


Repair  of  circumcision 


Frenulotomv  of  penis 


Treatment  of  penis  lesion 


Treatment  of  penis  lesion 


Treatment  of  penis  lesion 


iiassianra 


20.1771 


1.0195 


1.0175 


14.4157 


1.5684 


1.6469 


1.0175 


1.0175 


13.6064 


44.6682 


44.6682 


14.9375 


14.9375 


16.8729 


0.8075 


1.6469 


0.8075 


13.799 


13.799 


13.799 


11.673 


14.5718 


22.5925 


22.5925 


22.5925 


13.3745 


22.5925 


15.0567 


16.3878 


16.3878 


16.3878 


16.3878 


16.3878 


1.7165 


24.7597 


2.4603 


$835.19 


$42.20 


$42.12 


$596.71 


$64.92 


$68.17 


$42.12 


$42.12 


$563.21 


$1,848.95 


$1,848.95 


$618.31 


$618.31 


$698.42 


$33.42 


$68.17 


$33.42 


$571.18 


$571.18 


$571.18 


$483.18 


$603.17 


$935.17 


$935.17 


$935.17 


$553.61 


$935.17 


$623.24 


$678.34 


$678.34 


$678.34 


$678.34 


$678.34 


$71.05 


$1,024.88 


$101.84 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidcxscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent.  % 


‘Refers  to  codes  designated  as  ‘office-based,*  whose  desigrvition  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.~nNAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
aNCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


54231 


54235 


54240 


54250 


54300 


54304 


54308 


54312 


54316 


54318 


54322 


54324 


54326 


54328 


54340 


54344 


54348 


54352 


54360 


•54380 


54385 


54400 


54401 


54405 


54406 


54408 


54410 


54415 


54416 


54420 


54435 


54440 


54450 


54500 


54505 


54512 


54520 


54522 


Short  Descriptor 


Dynamic  cavemosometry 
Penile  injection 


Penis  stud 


Penis  stud 


Revision  of  penis 


Revision  of  penis 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Reconstruction  of  urethra 


Revise  penis/urethra 


Reconstruct  urethra/penis 


Insert  semi-riqid  prosth^is 


Insert  self-contd  prosthesis 


Insert  multi-corn 


Remove  muti-com 


Remove/replace  penis  prosth 


Remove 


Remv/re 


Revision  of  penis 


Revision  of  penis 


nis 


Biopsy  of  testis 


of  testis  ' 


Excise  lesion  testis 


Removal  of  testis 


rtial 


Subject  to 
Multiple 
Procedure 
Discounting 


Comnnent 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

P3 

1.6119 

$66.72 

P3 

1.1415 

$47.25 

P3 

0.8103 

$33.54 

P3 

0.2875 

$11.90 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

_ ^ 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

H8 

116.9821 

H8 

197.3186 

$8,167.61 

H8 

197.3186 

$8,167.61 

A2 

23.3462 

$966.37 

A2 

23.3462 

$966.37 

H8 

197.3186 

$8,167.61 

A2 

23.3462 

$966.37 

H8 

197.3186 

$8,167.61 

A2 

24.7597 

$1,024.88 

A2 

24.7597 

$1,024.88 

A2 

24.7597 

$1,024.88 

A2 

3.8734 

$160.33 

A2 

10.5126 

$435.15 

A2 

15.0567 

$623.24 

A2 

16.3878 

$678.34 

A2 

17.1415 

$709.54 

A2 

17.1415 

$709.54 

NOTE;  Tbe  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  arxl  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


'Refers  to  codes  designated  as  'office-based.*  whose  designation  as  offce-based  is  temporary  because  we  have  insufficient  claims  data  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

- 1 - !  cy2oo9  ~ 

Subject  to  I  Second  Year 

HCPCS  Multiple  Comment  Payment  Transition 

Code  Short  Descriptor  Procedure  Indicator  indicator  payment 

Discounting  Pa^ 


Short  Descriptor 


Payment 

indicator 


54530 


54550 


54560 


54600 


54620 


54640 


54660 


54670 


54680 


54690 


54692 


54700 


54800 


54830 


54840 


54860 


54861 


54865 


54900 


54901 


55000 


55040 


55041 


55060 


55100 


55110 


55120 


55150 


55175 


55180 


55200 


55250 


55300 


55400 


55450 


55500 


55520 


55530 


Removal  of  testis 


oration  for  testis 


Exploration  for  testis 


Reduce  testis  torsion 


Suspension  of  testis 


Suspension  of  testis 


Revision  of  testis 


Second  Year 
Transition 
Payment 
Weight 

22.8577 


22.8577 


22.2689 


18.5551 


17.1415 


22.8577 


16.3878 


17.1415 


17.1415 


38.3565 


68.1823 


16.3878 


3.6784 


17.1415 


18.5551 


17.1415 


18.5551 


15.0567 


CY2009 
Second  Year 
Transition 
Payment 


Fusion  of 


Fusion  of  spermatic  ducts 


Drainage  of  hydrocele 


Removal  of  hydrocele 


Removal  of  hydroceles 


Repair  of  hydrocele 


Drainage  of  scrotum  abscess 


ore  scrotum 


Removal  of  scrotum  lesion 


Removal  of  scrotum 


Revision  of  scrotum 


Revision  of  scrotum 


Incision  of  sperm  duct 


Repair  of  sperm  duct 


Ligation  of  sperm  duct 


Removal  of  hydrocele 


Removal  of  sperm  cord  lesion 


Revise  spermatic  cord  veins 


15.0567 


5.3847 


17.1415 


18.5551 


18.5551 


$946.15 


$946.15 


>  $921.78 


768.05 


$709.54 


$946.15 


$678.34 


$709.54 


$709.54 


$1,587.69 


$2,822.27 


$678.34 


$152.26 


$709.54 


$768.05 


$709.54 


$768.05 


$623.24 


$768.05 


$768.05 


$69.25 


$887.65 


$988.57 


$768.05 


$416.54 


$678.34 


$678.34 


$623.24 


$623.24 


$678.34 


$678.34 


$678.34 


$623.24 


$222.89 


$709.54 


$768.05 


$768.05 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  arrKHjnt  arwl  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount  except  tor  screening  fi^ble  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insuffioent  claims  data.  We  will 
reconsider  this  designation  v^ien  new  claims  data  become  aveulable. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


55535 


55540 


55550 


55600 


55680 


55700 


55705 


55706 


55720 


55725 


55860 


55870 


55873 


55875 


55876* 


55920 


56405 


56420 


56440 


56441 


56442 


56501 


56515 


56605 


56606 


56620 


56625 


56700 


56740 


56800 


56805 


56810 


56820 


56821 


57000 


57010 


57020 


57022 


Short  Descriptor 


Revise  spermatic  cord  veins 


Revise  hernia  &  sperm  veins 


Laparo  lioate  spermatic  vein 


Incise  sperm  duct 


h  lesion 


of  prostate 


of  prostate 


Prostate  saturation  sampli 


Drainaae  of  prostate  abscess 


Drainage  of  prostate  abscess 


Surgical  exposure,  prostate 


Electroeiaculation 


Crvoablate  prostate 


Transperi  needle  place,  pros 


Place  rt  device/marker,  pros 


Place  needles  pelvic  for  rt 


I  &  d  of  vulva/perineum 


Drainaae  of  gland  abscess 


for  vulva  lesion 


Lvsis  of  labial  lesionfs 


Destroy,  vulva  lesions,  sim 


Destroy  vulva  lesion/s  compi 


of  vulv 


of  vulva/perineum 


Partial  removal  of  vulva 


Complete  removal  of  vulva 


Partial  removal  of  hymen 


Remove  vagina  gland  lesion 


Repair  of  vagina 


Repair  clitoris 


Repair  of  perineum 


Exam  of  vulva  w/sc 


Exam/bi 


oration  of  vagina 


vie  abscess 


Drainage  of  pelvic  fluid 


I  &  d  vaginal  hematoma. 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

A2 

22.8577 

$948.15 

A2 

23.8825 

$988.57 

A2 

38.3565 

$1,587.69 

R2 

22.2689 

$921.78 

A2 

15.0567 

$623.24 

A2 

9.7033 

$401.65 

A2 

9.7033 

$401.65 

G2 

11.2602 

$466.09 

A2 

16.3972 

$678.73 

fi2 

17.7284 

$733.83 

G2 

19.5357 

$808.64 

P3 

1.9866 

$82.23 

H8 

154.5737 

$6,398.27 

A2 

33.258 

$1,376.65 

P3 

1.8211 

$75.38 

G2 

22.8284 

$944.94 

P3 

1.063 

$44.00 

*  P2 

1.3875 

$57.43 

A2 

14  8989 

$616.71 

A2 

13.5678 

$561.61 

A2 

13.5678 

$561.61 

P3 

1.4638 

$60.59 

A2 

15.8838 

$657.48 

P3 

0.8451 

$34.98 

P3 

0.3486 

$14.43 

A2 

18.0907 

$748.83 

A2 

21.3652 

$884.37 

A2 

13.5678 

$561 .61 

A2 

15.6526 

$647.91 

A2 

15.6526 

$647.91 

G2 

19.2912 

$798.52 

A2 

18.0907 

$748.83 

P3 

1.0804 

$44.72 

P2 

1.3875 

$57.43 

A2 

13.5678 

$561.61 

A2 

14.8989 

$616.71 

A2 

7.8136 

$323.43 

G2 

12.2817 

$508.38 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
arrwunt.  except  lor  screening  flexible  sigmoidoscopies  and  screenirrg  colorx»copies  for  \Mrich  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  ’office-based,"  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  w*ll 
reconsider  this  designation  \Mien  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL 
NCLUDING  SURGICAL 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


CY2009 


HCPCS 

Code 


57023 


57061 


57065 


57100 


57105 


57130 


57135 


57150 


57155 


57160 


57170 


57180 


57200 


57210 


57220 


57230 


57240 


57250 


57260 


57265 


57267 


57268 


57287 


57288 


57289 


57291 


57300 


57320 


57400 


57410 


57415 


57420 


57421 


57452 


57454 


57455 


57456 


57460 


Short  Descriptor 


I  &  d  vag  hematoma,  non-ob 


Destroy  vag  lesions,  simple 


Destroy  vag  lesions,  complex 


Biopsv  of  vagina 


Biopsv  of  vagina 


Remove  vagina  lesion 


Remove  vagina  lesion 


Treat  vagina  infection 


Insert  uteri  tandems/ovoids 


Insert  pessary/other  device 


llaiMl.I.I.ll.IM.i.lJ.I.ffim 


Repair  of  vagina 


Repair  vagina/perineum 


Revision  of  urethra 


Repair  of  urethral  lesion 


Repair  bladder  &  vagina 


ir  rectum  &  vagina 


Repair  of  vagina 


Extensive  repair  of  vagina 


Insert  mesh/pelvic  fir  addon 


Repair  of  bowel  bulge 


Revise/remove  sling  repair 


Repair  bladder  defect 


Repair  bladder  &  vagina 


Construction  of  vagirta 


Repair  rectum-vagina  fistula 


ir  bladder-vagina  lesion 


Dilation  of  vagina 


Pelvic  examination 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Exam  of  vagina  w/sc 


Exam/biopsy  of  vag  w/scope 


Exam  of  cervix  w/sc 


Bx/curett  of  cervix  w/sc 


Endocerv  curettage  w/sco 


Bx  of  cervix  w/scope,  leep 


Second  Year 
Transition 
Payment 
Weight 


13.3745 


1.3505 


13.5678 


0.8627 


14.8989 


14.8989 


14.8989 


0.6274 


7.8136 


0.9062 


0.1486 


2.7908 


13.5678 


14.8989 


27.3225 


22.4342 


24.8723 


-  24.8723 


24.8723 


33.0351 


28.1468 


22.4342 


32.8544 


29.7606 


24.8723 


24.8723 


22.4342 


32.8544 


14.8989 


14.8989 


14.8989 


1.1154 


1.4551 


1.0543 


1.2896 


1.3679 


1.3244 


4.069 


CY  2009 
Second  Year 
Transition 
Payment 


$553.61 


$55.90 


$561.61 


$35.71 


$616.71 


$616.71 


$616.71 


$25.97 


$323.43 


$37.51 


$6.15 


$115-52 


$561.61 


$616.71 


$1,130.96 


$928.62 


$1,029.54 


$1,029.54 


$1,029.54 


$1,367.42 


$1,165.08 


$928.62 


$1,231.88 


$1,029.54 


$1,029.54 


$928.62 


$1,359.94 


$616.71 


$616.71 


$616.71 


$46.17 


$60.23 


$43.64 


$53.38 


$56.62 


$54.82 


$168.43 


NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  lor  screening  flexibie  sigmoidoscopies  and  screening  coionoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 


CY2009 


HCPCS 

Code 


Short  Descriptor 


Conz  of  cervix  w/sco 


Biopsy  of  cervix 


Endocervical  curettage 


Cauterization  of  cervix 


Crvocautery  of  cervix 


Laser  surgery  of  cervix 


Conization  of  cervix 


Conization  of  cervix 


Removal  of  cervix 


Removal  of  residual  cervix 


Remove  cervix,  repair  bowel 


D&c  of  cervical  stum 


Revision  of  cervix 


Revision  of  cervix 


Dilation  of  cervical  canal 


Bx  done  w/colposcopy  add-on 


Dilation  and  curettage 


Myomectomy  vag  method 


Remove  intrauterine  device 


Artificial  insemination 


Arttficial  insemination 


rm  washi 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


Reopen  fallopian  tube 


Insert  heyman  uteri  capsule 


ian  tube 


Endometr  ablate,  thermal 


Endometrial  cryoablation 


ectom 


ro-m 


Laparo-asst  vag  hysterectom 


Laparo-vag  hyst  inci  t/o 


Hysterosc 


BSSWS 


Hysterosc 


Hysterosc 


,  remove  myoma 


Second  Year 
Transftion 
Payntent 
Weight 


4.3217 


1.8646 


1.185 


1.2024 


1.3875 


14.8989 


14.8989 


14.8989 


22.4342 


22.4342 


29.7606 


15.6526 


13.5678 


15.6526 


0.6361 


1.0456 


14.8989 


24.8723 


0.9758 


0.9149 


0.941 


0.2179 


CY  2009 
Second  Year 
Transition 
Payment 


$178.89 


$77.18 


$49.05 


$49.77 


$57.43 


$616.71 


$616.71 


$616.71 


$928.62 


$928.62 


$1,231.88 


$647.91 


$561.61 


$647.91 


$26.33 


$43.28 


$616.71 


$1,029.54 


$40.39 


$37.87 


$38.95 


$9.02 


19.2912 

$798.52 

14.8989 

$616.71 

22.4342 

$928.62 

28.1468 

$1,165.08 

42.6309 

$1,764.62 

34.2442 

$1,417.47 

38.3565 

$1,587.69 

49.8625 

$2,063.96 

45.1703 

$1,869.73 

14.6592 

$606.79 

16.7441 

$693.09 

15.9904 

$661.89 

23.8748 

$988.25 

23.8748 

$988.25 

NOTE;  The  Mecficare  program  payment  is  80  percerrt  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmokk^copies  and  screening  cotorx>scopies  for  ^ich  the  program  payment  is  75  percent  arfo  the 
ber>eficiary  coirtsurance  is  25  percent. 


‘Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  \Mhen  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL 
NCLUDING  SURGICAL 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


HCPCS 

Code 


Short  Descriptor 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 


CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

16.7441 

$693.09 

33.639 

$1,392.42 

37.0869 

$1,535.14 

32.8544 

$1,359.94 

19.2912 

$798.52 

31.0304 

$1,284.44 

31.0304 

$1,284.44 

31.0304 

$1,284.44 

28.5923 

$1,183.52 

28.5923 

$1,183.52 

31.0304 

$1,284.44 

31.0304 

$1,284.44 

15.6526 

$647.91 

32.8544 

$1,359.94 

22.4342 

$928.62 

15.6526 

$647.91 

4.3599 

$180.47 

4.3599 

$180.47 

4.3599 

$180.47 

1.5945 

$66.00 

5.985 

$247.74 

2.9265 

$121.14 

1.2896 

$53.38 

0.6796 

$28.13 

0.3573 

$14.79 

2.9265 

$121.14 

2.9265 

$121.14 

2.9265 

$121.14 

32.8544 

$1,359.94 

45.1703 

$1,869.73 

45.1703 

$1,869.73 

15.6526 

$647.91 

0.8714 

$36.07 

1.882 

$77.90 

13.5678 

$561.61 

19.2912 

$798.52 

19.2912 

$798.52 

18.0907 

$748.83 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  ‘office-based,*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  dairr  s  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
(INCLUDING  SURGICAL  PROCEDURES  FOR  WfflCH  PAYMENT  IS  PACKAGED) 


HCPCS 

Code 


59820 


59821 


59840 


59841 


59866 


59870 


59871 


60000 


60100 


60200 


60280 


60281 


60300 


61000 


61001 


61020 


61026 


61050 


61055 


61070 


61215 


61330 


61334 


61790 


61791 


61795 


61880 


61885 


61886 


61888 


62194 


62225 


62230 


62252 


62263 


62264 


62267 


62268 


Short  Descriptor 


Care  of  miscarriage 


Treatment  of  miscarriage 


Abortion 


Abortion 


Evacuate  mole  of  uterus 


Remove  cerclage  suture 


Drain  thvroid/tongue  cyst 


of  thvroid 


Remove  thvroid  lesion 


Remove  thvroid  duct  lesion 


Remove  thvroid  duct  lesion 


Asoir/ini  thvroid  cvst 


fluid 


Remove  brain  cavity  fluid 


Iniection  into  brain  canal 


Remove  brain  canal  fluid 


iniection  into  brain  canal 


Brain  canal  shunt  procedure 


Insert  brain-fluid  device 


I  Decompress  eve  socket 


Explore  orbit/remove  object 


Treat  trigeminal  nerve 


Treat  trigeminal  tract 


Brain  sur 


Revise/remove  neuroelectrode 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 
Indicator  ‘ 


Revise/remove  neuroreceiver 


Replace/irrigate  catheter 


Repiace/irrkiate  catheter 


Replace/revise  brain  shunt 


Csf  shunt  re 


Epidural  Ivsis  mult  sessions 


Epidural  ivsis  on  single  da 


Interdiscal  perg  aspir.  dx 


Drain  spinal  cord  cvst 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

A2 

18.0907 

$748.83 

A2  , 

18.0907 

$748.83 

A2 

18.0907 

$748.83 

A2 

18.0907 

$748.83 

G2 

2.9265 

$121.14 

A2 

18.0907 

$748.83 

A2 

18.0907 

$748.83 

A2 

7.595 

$314.38 

P3 

1.1937 

$49.41 

A2 

28.2688 

$1,170.13 

A2 

30.4361 

$1,259.84 

A2 

30.4361 

$1,259.84 

P3 

1.5684 

$64.92 

R2 

6.9935 

$289.48 

R2 

6.9935 

$289.48 

A2 

5.6621 

$234.37 

A2 

5.6621 

$234.37 

A2 

5.6621 

$234.37 

A2 

5.6621 

$234.37 

A2 

4.4058 

$182.37 

A2 

26.5042 

$1,097.09 

G2 

40.8314 

$1,690.13 

G2 

40.8314 

A2 

15.032 

$622.22 

A2 

11.1521 

$461.62 

G2 

19.1488 

$792.63 

H8 

275.5558 

$11,406.08 

H8 

411.472 

$17,032.06 

A2 

18.3275 

$758.63 

A2 

7.4189 

$307.09 

A2 

11.5278 

$477.17 

A2 

25.7502 

$1,065.88 

P3 

1.1676 

$48.33 

A2 

7.4189 

$307.09 

A2 

10.9291 

$452.39 

G2 

4.3613 

$180.53 

A2 

5.6621 

$234.37 

NOTE:  The  Mecicare  program  payment  is  BO  percent  of  the  total  payment  amount  arxf  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screerxng  colonoscopies  for  which  the  program  payment  is  75  percent  arxl  the 
ben^iciary  coinsurance  is  25  percent. 


’Refers  to  codes  designated  as  ‘office-based.'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  daims  data.  We  will 
reconsider  this  desigrration  v^>en  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
INCLUDING  SURGICAL  PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED) 

HCPCS 

Code 

Short  Descriptor 

- - J 

Subject  to 
Multiple 
Procedure 
Discounting 

Comment 

Indicator 

Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

62269 


62270 


62272 


62273 


62280 


62281 


62282 


62284 


62287 


62290 


62291 


62292 


62294 


62310 


62311 


62318 


62319 


62350 


62355 


62360 


62361 


62362 


62365 


62367 


62368 


63600 


63610 


63615 


63650 


63655 


63660 


63685 


63688 


63744 


63746 


64400 


64402 


64405 


Needle  bi 


Inal  fluid  tap,  diagnostic 


Drain  cerebro  spinal  fluid 


Iniect  epidural  patch 


Treat  spinal  cord  lesion 


Treat  spinal  cord  lesion 


Treat  spinal  canal  lesion 


ram 


Injection  into  disk  lesion 


Inject  spine  c^ 


Implant  spinal  canal  cath 


Remove  spinal  canal  catheter 


Insert  spine  infusion  device 


ne  infusion 


Remove  spinal  cord  lesion 


Stimulation  of  spinal  cord 


Remove  lesion  of  spinal  cord 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Revise/remove  neuroelectrode 


Insrt/redo  spine  n  generator 


Revise/remove  neuroreceiver 


Revision  of  spinal  shunt 


Removal  of  spinal  shunt 


N  block  ini.  trigeminal 


N  block  ini,  facial 


N  block  ini,  occipital 


8.5923 


3.4168 


3.4168 


5.7017 


7.4189 


7.4189 


7.4189 


14.2783 


12.9471 


18.05 


76.8524 


112.57 


13.4967 


341.6759 


18.3275 


26.5042 


12.2603 


1.3418 


1.2635 


$141.43 


$141.43 


$236.01 


$307.09 


$307.09 


$307.09 


$289.48 


$234.37 


$307.09 


$307.09 


$307.09 


$307.09 


$1,065.88 


$507.49 


$1,065.88 


$10,941.40 


$10,941.40 


$943.17 


$17.31 


$22.00 


$591.02 


$535.92 


$747.14 


$3,181.15 


$4,659.61 


$558.67 


$14,142.99 


$758.63 


$1,097.09 


$507.49 


$55.54 


$52.30 


$44.36 


NOTE:  The  Medicare  progfam  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 


‘Refers  to  codes  designated  as  ‘office-based.*  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  wilt 
reconsider  this  designation  when  new  claims  data  become  available. 
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HCPCS 

Code 


ADDENDUM  AA.-FINAL 
INCLUDING  SURGICAL 


Short  Descriptor 


ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 
PROCEDURES  FOR  WHICH  PAYMENT  IS  PACKAGED 


64408 


64410 


64412 


64413 


64415 


64416 


64417 


64418 


64420 


64421 


64425 


64430 


64435 


64445 


64446 


64447 

64448 


64449 


64450 


64455* 


N  block  inj,  vagus 


N  block  inj,  phrenic 


N  block  inj,  spinal  accessor 


N  block  inj,  cervical  plexus 


N  block  ini.  brachial  plexus 


N  block  cont  infuse,  b  plex 


N  block  inj,  axilla 


N  block  inj,  suprascapular 


N  block  inj,  intercost,  s 


N  block  inj,  intercost,  mit 


liS 


64472 


64475 


64476 


64479 


64480 


64483 


64484 


64505 


64508 


64510 


64517 


64520 


64530 


64553 


64555 


64560 


64561 


N  block  inj,  pudendal 


N  block  inj,  paracervical 


N  block  ini,  sciatic,  sn 


N  bik  inj,  sciatic,  cont  inf 


N  block  inj  fern,  single 


N  block  inj  fern,  cont  inf 


N  block  ini,  lumbar  plexus 


N  block,  other  peripheral 


N  block  inj. 


Ini  paravertebral  c/t 


ravertebral  cA  add-on 


Ini  paravertebral  I/s 


ravertebral  I/s  add-on 


Ini  foramen  epidural  c/t 


Inj  foramen  epidural  add-on 


Inj  foramen  epidural  I/s 


Ini  foramen  epidural  add-on 


N  block, 


N  block,  carotid  sinus  s/i 


N  block,  stellate  ganglion 


s 


N  block,  lumbarAhoracic 


N  block  inj,  celiac  pelus 


Implant  neuroetectrodes 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

!  CY2009 

Second  Year 
Transition 
Payment 
Weight 

CY  2009 
Second  Year 
Transition 
Payment 

P3 

1.3331 

$55.18 

A2 

7.4189 

$307.09 

P3 

1.9605 

$81.15 

P3 

1.2548 

$51.94 

A2 

3.4168 

$141.43 

G2 

6.9935 

$289.48 

A2 

3.4168 

$141.43 

P3 

1.76 

$72.85 

A2 

3.4168 

$141.43 

A2 

7.4189 

$307.09 

P3 

1.2198 

$50.49 

A2 

5.134 

$212.51 

P3 

1.8385 

$76.10 

P3 

1.6293 

$67.44 

G2 

14.0139 

$580.08 

R2 

3.559 

$147.32 

G2 

3.559 

$147.32 

G2 

6.9935 

$289.48 

P3 

1.0891 

$45.08 

P3 

0.453 

$18.75 

A2 

7.4189 

$307.09 

A2 

5.7017 

$236.01 

A2 

7.4189 

$307.09 

.  A2 

5.1349 

$212.55 

A2 

7.4189 

$307.09 

A2 

5.7017 

$236.01 

A2 

7.4189 

$307.09 

A2 

5.7017 

$23601 

P3 

0.9934 

$41.12 

P3 

2.1086 

$87.28 

A2 

7.4189 

$307.09 

A2 

5.134 

$212.51 

A2 

7.4189 

$307.09 

A2 

7.4189 

$307.09 

H8 

75.5212 

$3,126.05 

J8 

84.8059 

$3,510.37 

J8 

84.8059 

$3,510.37 

H8 

77.6061 

$3,212.35 

NOTE;  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

•Refers  to  codes  designated  as  'office-based,'  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  vwll 
reconsider  this  desigr^ation  when  new  claims  data  become  available. 
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ADDENDUM  AA.-FINAL  ASC  COVERED  SURGICAL  PROCEDURES  FOR  CY  2009 


HCPCS 

Code 


64565 


64573 


64575 


64577 


64580 


64581 


64585 


64590 


64595 


64600 


64605 


64610 


64612 


64613 


64614 


64620 


64622 


64623 


64626 


64627 


64630 


64632' 


64640 


64650 


64653 


64680 


64681 


64702 


64704 


64708 


64712 


64713 


64714 


64716 


64718 


64719 


64721 


64722 


Short  Descriptor 


Imolant  neuroelectrodes 


Imoiant  neuroelectrodes 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Implant  neuroelectrodes 


Revise/remove  neuroelectrode 


Insrt/redo  pn/gastr  stimul 


Revise/rmv  pn/oastr  stimul 


Injection  treatment  of  nerve 


Injection  treatment  of  nerve 


Injection  treatment  of  nerve 


Destroy  nerve,  face  muscle 


Destroy  nerve,  neck  muscle 


Destroy  nerve,  extrem  muse 


Injection  treatment  of  nerve 


Destr  paravertebrt  nerve  I/s 


Destr  paravertebral  n  add-on 


Destr  paravertebrt  nerve  cA 


Destr  paravertebral  n  add-on 


Injection  treatment  of  nerve 


N  block  inj,  common  digit 


Injection  treatment  of  nerve 


Chemodenerv  eccrine  glands 


Chemodenerv  eccrine  glands 


Injection  treatment  of  nerve 


Injection  treatment  of  nerve 


Revise  fingerAoe  nerve 


Revise  hand/foot  nerve 


Revise  arm 


Revision  of  sciatic  nerve 


Revision  of  cranial  nerve 


Revise  ulnar  nerve  at  elbow 


Revise  ulnar  nerve  at  wrist 


Relieve  pressure  on  nervefs 


Subject  to 
Multiple 
Procedure 
Discounting 


Comment 

Indicator 


Payment 

Indicator 

CY2009 
Second  Year 
Transition 
Payment 
Weight 

CY2009 
Second  Year 
Transition 
Payment 

J8 

84.8059 

$3,510.37 

H8 

132.1149 

$5,468.63 

H8 

100.991 

$4,180.32 

H8 

100.991 

$4,180.32 

H8 

100.991 

$4,180.32 

H8 

103.0759 

$4,266.62 

A2 

13.4967 

$558.67 

H8 

275.5558 

$11,406.08 

A2 

18.3275 

$758.63 

A2 

10.9291 

$452.39 

A2 

10.9291 

$452.39 

A2 

10.9291 

$452.39 

P3 

1.5945 

$66.00 

P3 

1.5423 

$63.84 

P3 

1.76 

$72.85 

A2 

'  7.4189 

$307.09 

A2 

10.9291 

$452.39 

A2 

7.4189 

$307.09 

A2 

10.9291 

$452.39 

A2 

5.1349 

$212.55 

A2 

7.6419 

$316.32 

P3 

0.8277 

$34.26 

P3 

2.4659 

$102.07 

P3 

0.8277 

$34.26 

P3 

0.8975 

$37.15 

A2 

11.6119 

$480.65 

A2 

12.2603 

$507.49 

A2 

12.9471 

$535.92 

A2 

12.9471 

$535.92 

A2 

14.2783 

$591 .02 

A2 

14.2783 

$591.02 

A2 

14.2783 

$591.02 

A2 

14.2783 

$591.02 

A2 

15.032 

$622.22 

A2 

14.2783 

$591 .02 

A2 

14.2783 

$591.02 

A2 

14.2783 

$591.02 

A2 

12.9471 

$535.92 

NOTE:  The  Medicare  program  payment  is  80  percent  of  the  total  payment  amount  and  beneficiary  coinsurance  is  20  percent  of  the  total  payment 
amount,  except  for  screening  flexible  sigmoidoscopies  and  screening  colonoscopies  for  which  the  program  payment  is  75  percent  and  the 
beneficiary  coinsurance  is  25  percent. 

'Refers  to  codes  designated  as  ‘office-based,’  whose  designation  as  office-based  is  temporary  because  we  have  insufficient  claims  data.  We  will 
reconsider  this  designation  when  new  claims  data  become  available. 
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Printed  on  recycled  paper 


